
EPA Registration No.  
3282-81 

vol. 2 
 
 
 
 
 
  

1



David Swain 
Reckitt Benckiser LLC 
339 Interpace Parkway 
Parsippany, NJ 07054 

UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

MAY 1 5 2014 

OFFICE OF CHEMICAL, SAFETY 
AND POLLUTION PRFVENTION 

Subject: Amendment to add alternate formulations for the following products: 

3282-65 
3282-66 
3282-74 
3282-81 

D-Con Mouse-Prufe II 
D-Con Pellets Generation U 
D-Con Bait Pellets U 
D-Con Ready Mixed Generation U 

Submission Date: February 6. 2014 

Dear Mr. Swain: 

The amendments referred to above, submitted under FIFRA, are NOT acceptable. A sum man of the 
Agency' s response is below: 

These amendments would not change the overall formulation of the products or the way they are use :mly a 
single inert ingredient would be substituted at an equivalent percentage. EPA does not believe the mc..t;ures 
contained in these proposed amendments are sufficient to address the concerns that gave rise to the NOIC. As 

EPA stated in the NOIC, the Agency ·'has determined that all consumer-use rodenticide bait products n1ust be 

used in, and sold with, protective bait stations reasonably anticipated not to release the rodenticide ba .. and has 
further determined that consumer-use rodenticides must not contain second generation anti-coagulant ; ;t) active 

ingredients." The amended registrations you propose contain second generation anti-coagulants as active 
ingredients, and do not provide the products will be sold in protective bait stations reasonably anticipm1!d not to 

release the rodenticide bait. These two aspects of the applications are sufficient to cause EPA to concb.:le that 
those amended registrations would not comply with the standard for registration set forth in section 3(:·:J(5) of 
FIFRA. Reckitt-Benckiser is, of course, free to argue in the cancellation hearing that these amended r :~ 5istrations 

meet the standard for registration in FIFRA (and thus should be allowed at the conclusion of the hearil 1 ~). But 

until the cancellation process is concluded, EPA does not intend to consider amendments to the regist r a~ ions 

involved in the cancellation action that, like the ones at issue here, do not comply with the determinations in the 

NOIC. 
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If you have any que lions, please contact Gene Benbow at (703) 347-0235 or via email at benbow.ge1:_~ J'.Uepa .gov . 

Sincerely, 

Metedith Laws 
Branch Chief 
lnsecticide-Rodenticide Branch 
Registration Division (7505P) 

3



Hal Ambuter 

UNITED ST ATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

FEB 2 4 2014 
OFFICE OF CHEMICAL, SAFETY 
AND POLLUTION PREVENTION 

Reckitt Benckiser Inc. 
Morris Corporate Center IV, 399 Interpace Parkway 
Parsippany, NJ 07054 

Subject: Amendment to simplify label language in response to the NOIC 
EPA Registration No./Primary Brand Name 

3282-81 D-Con Ready Mixed Generation II 

Submission Date: August 13, 2013 

Dear Mr. Ambuter: 

The amendment referred to above, submitted under FIFRA, is NOT acceptable. A summary of our 
response is below: 

These amendments would purportedly make the labels "easy to read and understand" and would "further reduce 

the opportunities for accidental exposure to children, pets and non-target wildlife from these products, thus 

addressing the concerns EPA identified in the Agency ' s February 5, 2013 Notice of lntent to Cancel (NOJC), and 

rendering the NOIC unnecessary. " As the Agency has previously made clear to Reckitt-Benckiser, EPA does not 

believe the measures contained in these proposed amendments are sufficient to address the concerns that gave rise 

to the NOIC. As EPA stated in the NOIC, the Agency "has determined that all consumer-use rodenticide bait 

products must be used in, and sold with, protective bait stations reasonably anticipated not to release the 

rodenticide bait; and has further determined that consumer-use rodenticides must not contain second generation 

anti-coagulants as active ingredients." Leaving aside certain other questions raised by the amendments, the 

amended registrations you propose contain second generation anti-coagulants as active ingredients, and do not 

provide the products will be sold in protective bait stations reasonably anticipated not to release the rodenticide 

bait. These two aspects of the applications are sufficient to cause EPA to conclude that those amended registrations 

would not comply with the standard for registration set forth in section 3(c)(5) ofFIFRA. Reckitt-Benckiser is, of 

course, free to argue in the cancellation hearing that these amended registrations meet the standard for registration 

in FIFRA (and thus should be allowed at the conclusion of the hearing). But until the cancellation process is 

concluded, EPA does not intend to consider amendments to the registrations involved in the cancellation action 

that, like the ones at issue here, do not comply with the determinations in the NOIC. 
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If you have any questions, please contact Gene Benbow at (703) 347-0235 or via email at benbow.gene@epa.gov. 

Sincerely, 

Meredith Laws 
Branch Chief 
lnsecticide-Rodenticide Branch 
Registration Division (7505P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Heather Bjornson 
Reckitt Benckiser Inc. 
Morris Corporate Center IV 
399 Interspace Parkway 
Parsippany, NJ 07054 

OFFICE OF CHEMICAL, SAFETY 
AND POLLUTION PREVENTION 

JUN 1 4 2013 

Subject: Notification to add and additional container size 
d-CON Ready Mixed Generation II 
EPA Registration No. 3282-81 
Your application dated May 15, 2013 

Dear Ms. Bjornson: 

The Agency is in receipt of your Application for Pesticide Notification under Pesticide Registration 
Notice (PRN) 98-10. The Agency has conducted a review and finds that the action requested does not 
fall within the scope of PRN 98-10. A summary of our :findings include: 

1. The proposed additional container size (8 lbs.) is inconsistent with PRN 98-10. 
2. This type of notification is not acceptable for a product that is currently the subject of a Notice of 

Intent to Cancel. 
3. Increasing the packaging size raises potential risk and cost issues with respect to existing stocks 

(for a product subject to an NOIC). 

The Registration Division has therefore determined that this action is denied and no further 
processing ofthis action will occur. If you have any questions, you may contact me at (703) 308-6249 or 
at hebert.john@epa.gov. 

Sincerely, 

Product Manager 07 
Insecticide-Rodenticide Branch 
Registration Division (7505P) 
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Hebert, John 

From: Perlis, Robert 
Sent: Tuesday, June 11 , 2013 11 :30 AM 
To: 
Subject: 

Sherman, Kelly; Garrison, Scott; Hebert, John 
RE: Notification for 3282-81 

Kelly: 

 
 

 
 

 
 

 
 
 

 

Bob Perlis 
Pesticides and Toxic Substances Law Office 
Office of General Counsel 
US EPA 
(202) 564-5636 

From: Sherman, Kelly 
Sent: Monday, June 10, 2013 12:37 PM 
To: Garrison, Scott; Hebert, John 
Cc: Perlis, Robert 
Subject: RE: Not ification for 3282-81 

John:  
 

 

Bob/Scott:  

Kelly Sherman 
Immediate Office of the Director 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
(703) 305-8401 

From: Sherman, Kelly 
Sent: Friday, June 07, 2013 3:45 PM 
To: Garrison, Scott; Hebert, John 
Cc: Perlis, Robert 
Subject: RE: Notification for 3282-81 
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Kelly Sherman 
Immediate Office of the Director 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
(703) 305-8401 

From: Garrison, Scott 
Sent: Wednesday, June OS, 2013 3:16 PM 
To: Sherman, Kelly; Hebert, John 
Cc: Perlis, Robert 
Subject: RE: Notification for 3282-81 

Confidential communication for internal deliberations only. Attorney-client privilege. Do not distribute outside EPA. 

 
 

 
 

 
 

 
 

 
 

 

Scott Garrison 
Pesticides and Toxic Substances Law Office (2333A) 
Office of General Counsel 
202-564-4047 
garrison.scott@epa.gov 

From: Sherman, Kelly 
Sent: Wednesday, June OS, 2013 l:OS PM 
To: Garrison, Scott; Hebert, John 
Cc: Perlis, Robert 
Subject: RE: Notification for 3282-81 
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Kelly Sherman 
Immediate Office of the Director 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
(703) 305-8401 

From: Garrison, Scott 
Sent: Wednesday, June OS, 2013 12:46 PM 
To: Sherman, Kelly; Hebert, John 
Cc: Perlis, Robert 
Subject: RE: Notification for 3282-81 

Confidential communication for internal deliberations only. Attorney-client privilege. Do not distribute outside EPA. 

 

 
 

 

Scott Garrison 
Pesticides and Toxic Substances Law Office (2333A) 
Office of General Counsel 
202-564-4047 
garrison.scott@epa.gov 

From: Sherman, Kelly 
Sent: Wednesday, June 05, 2013 12:13 PM 
To: Hebert, John; Garrison, Scott 
Subject: RE: Notification for 3282-81 
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Kelly Sherman 
Immediate Office of the Director 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
(703) 305-8401 

From: Hebert, John 
Sent: Wednesday, June 05, 2013 11:36 AM 
To: Garrison, Scott 
Cc: Sherman, Kelly 
Subject: Notification for 3282-81 

Scott -  
 

 
 

 

Thanks, 
John 
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·, 
d-CON® MADY MIXED GE& TION II 
EPA REG. NO: 3282-81 

12 OZ AND 3,,_! LB§. - OUTER BOX/PAIL 
FRONT LABEL 

Page 1 of6 
May 14, 2013 

•••• • • •••• 
(GOOD HOUSEKEEPING SRi\L) 

•• • 
•••••• • • • • • • • • • ••••• 

House Mice (will) eat through (the)(place)(bait) pack •••••• • • •• • ••• • • • ••••• •• • • • ••••• • d-CON® 
• • •••••• READY MIXED BAITBITS 
• 
• • • • • •• •• KILLS MICE AND RA TS 

CAN KILL IN ONE FEEDING* 

* Rats and mice may consume a lethal dose in one feeding with first dead mice appearing 4 or 5 
days after feeding begins. 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brodifacoum 3-[3-(4' -bromo-{ 1, l '-biphenyl}-4-yl)-
1,2,3,4-tetrahydro-1-naphthalenyl]-4-hydroxy-2H-1-
benzopyran-2-one ..................... ....... ...... ....... .... ..... 0.005% 
OTHER INGREDIENTS: ................................ 99.995% 

TOT AL 100.000% 

4 READY TO USE BAIT FILLED TRAYS 
4BAITTRAYS 
NET CONTENTS 4/3.0 OZ. (85g) 
NET WT: 12 OZ. (340g) 

16 READY TO USE BAIT FILLED TRAYS 
NET WT 3 LBS. (1360g) 

Net Contents: 8 lbs. 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 
Call 1-800-228-4 722 

AJoT ljec&~~ 

5-f_,,f ~I !'f /' 3 

hffi 

Important: For directions for use and first aid instruction in Spanish, please call 1-866-648-1819 
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d-CON® READY MIXED GE~TION II 
EPA REG. NO: 3282-81 

12 OZ .}ffll 3~ LB~ - OUTER BOX/PAIL 
BACK.IS.WE LABEL 

•••• • • • 
d-CON9RE'ADY MIXED GENERATION II 

• • ••••• • • • • • • • 
KILLS it\9!$ AN~Ml~E • • Kills W.mf~tip-Resi!ltant House Mice and Warfarin-Resistant Norway Rats 

• •• • •••• • • • • •••• 
• • DIRECTIONS FOR USE 

It is a viOfati~n of Federal law to use this product in a manner inconsistent with its labeling. 
• • • • • 

Page 2of6 
May .14, 2013 

READ ~Ills LABEL: Read this entire label and follow all use directions and use precautions. 

IMPORT ANT: Do not expose children, pets, or other nontarget animals to rodenticides. To help prevent 
accidents: 

1. Store product not in use in a location out of reach of children and pets. 

2. Apply bait in locations out of reach of children, pets, domestic animals and non-target wildlife, or 
in tamper-resistant bait stations. These stations must be resistant to destruction by children under 
six years of age and must be used in a manner that prevents such children from reaching into bait 
compartments and obtaining bait. If bait can be shaken from stations when they are lifted, units 
must be secured or otherwise immobilized. Even stronger bait stations are needed in areas open to 
hoofed livestock, raccoons, bears, other potentially destructive animals, or in areas prone to 
vandalism. 

3. Dispose of product container, and unused, spoiled, and unconsumed bait as specified on this label. 

USE RESTRICTIONS: This product may only be used to control House Mice, Norway Rats, and Roof 
Rats in and around homes, industrial, commercial, agricultural and public buildings. d-CON Ready Mixed 
Generation II may also be used in transport vehicles (ships, trains, aircraft) and in and around related port 
or terminal buildings. Do not use in sewers. Do not place bait in areas where there is a possibility of 
contaminating food or surfaces that come in direct contact with food. Do not broadcast bait. 

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will most likely find 
and consume the bait. Generally, these are along walls, by gnawed openings, in or beside burrows, in 
corners and concealed places, between floors and walls, or in locations where their signs have been seen. 
Remove as much alternative food as possible. Use tamper-resistant bait stations wherever necessary (see 
" IMPORT ANT: "). 
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d-CON® ~ADY MIXED GE&TION II 
EPA REG. NO: 3282-81 

APPLICATION DIRECTIONS: 

Page 3 of 6 
May 14, 2013 

•••• • • •••• 
(FOR 12 OZ. BOX ONLY: The amount of bait contained in the trays in this box is unlikely kloo·: 

•• • sufficient to kill more than 3 to 12 rats. More than one box may be needed to conJtQi l'lrger infe$tations. 
• • • • • • • •••••• 

To Control Norway and Roof Rats: Place 1-4 bait trays per placement. SpaceV)lttt!tnent~at intervals 
of 15 - 30 feet in infested areas. If trays are not fed for 5 consecutive days, relocate tliem to ()ther.-ilaces •• • •• • • • 
where rodent activity exists and where placements consistent with the requirement:.llf.this label.can be 
made. Maintain an uninterrupted supply of fresh bait for at least 10 days. • • •••••• • 
To Control House Mice: Open tray and apply~ - Yi oz. (1-2 tablespoons) of bait at 8 to 12-$pt:_iptervals 
in infested areas. Larger placements (up to 2 ounces) may be used at points of extremely high mouse 
activity. Maintain a supply of fresh bait for at least 15 days. 

Check bait locations every 2 days for signs of feeding. Replenish bait if more than 1/2 of the original 
amount has been removed by rodents. Replace contaminated or spoiled bait immediately if rodent activity 
is still evident. Collect and dispose of all dead animals and leftover bait properly. 
To prevent reinfestation, limit sources of rodent food, water and harborage as much as possible. If 
reinfestation does occur, repeat treatment. Where continuous source of infestation is present, establish 
permanent bait stations and replenish as needed. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EA TEN BY HUMANS, CALL A PHYSICIAN AT ONCE. 
For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN BY 
ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of 
blood and cause hemorrhaging. The anticoagulant action ofthis product may produce prolonged 
prothrombin times for 20 - 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin Kl is are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin Kl is antidotal as doses of 10 to 20 mg (not mg/kg). 
Repeated treatments may need to be given up to 30 days (based on monitoring of prothrombin times). In 
sever cases, blood transfusions may be necessary. FOR ANIMAL CASES: Contains Brodificoum, and 
anticoagulant with a half life in the dog or 1-4 days. For dogs that have ingested or that are suspected of 
having ingested Brodifacoum, and/or have obvious symptoms, such as bleeding or have lowered 
prothrombin times, give Vitamin Kl as follows: Vitamin Kl is antidotal at 5 mg/kg intramuscularly. Oral 
Vitamin Kl should be given for up to 30 days at 5 mg/kg (based on monitoring of prothrombin times). In 
sever cases blood transfusions may be necessary. 

ENVIRONMENTAL HAZARDS: This product is toxic to fish, birds and wildlife. This product can 
pose a secondary hazard to birds of prey and mammals. Do not apply directly to water. 
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ct-CON® READY MIXED GELTION n 
EPA REG. NO: 3282-81 

•••• • • •••• STORAGE AND DISPOSAL 
: • : •. Do not contaminate water, food, feed by storage or disposal. 

Page 4of6 
May .14, 2013 

STORAGE: Store onlv in original container, in a dry place inaccessible to children and pets. 
• • • • ei • 

DISPO&AL;. If e-OJ.pty;Non-refillable container. Do not reuse or refill container. Place in trash or offer 
for recyCling!if avaifa~l@. If partly filled: Call your local solid waste agency for disposal instructions. 

• • 
Never ~~ynusedf'roduct down any indoor or outdoor drain. 

• •• • •••• • • • • •••• 
NOTICE TO BUYER AND USER: Seller warrants that this product conforms to the chemical 
descriptio·n oo the label and is reasonably fit fir the purpose stated on the label when used in accordance 
with di~e<eti<'h1s under conditions of use. This warranty does not extend to the use of this product contrary 
to label.ins.tructions, or under abnormal use conditions, or under conditions not reasonable foreseeable to 
Seller, and Buyer and User assumes the risk of any such use. 

SELLER DISCLAIMS ALL OTHER WARRANTIES EXPRESSED OR IMPLIED INCLUDING ANY 
WARRANTY OR FITNESS OR MERCHANTABILITY. SELLER SHALL NOT BE LIABLE FOR 
CONSEQUENTIAL, SPECIAL OR INDIRECT DAMAGES RESULTING FROM THE USE OR 
HANDLING OF THIS PRODUCT AND SELLER'S SOLE LIABIITY AND BUYER'S AND USER'S 
EXCLUSIVE REMEDY SHALL BE LIMITED TO THE REFUND OF THE PURCHASE PRICE. 

Questions? Comments? Call 1-800-228-4722 
Distributed by: Reckitt Benckiser Inc. Parsippany, NJ 07054(-xxxx) 

EPA Reg. No.: 3282-81 
EPA Est. No.: 475-MS-1; 2393-WI-1 

MADE IN THE USA 

Important: For directions for use and first aid instruction in Spanish, please call 1-866-648-1819 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 
Call 1-800-228-4722 

MADE IN THE USA 
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- ~-CON® ~ADY MIXED GE& TION II 
EPA REG. NO: 3282-81 

3 OZ. BAIT TRAY 
FRONT PANEL 

d-CON® 
READY MIXED BAITBITS 

KILLS MICE AND RA TS 

READY-TO-USE BAIT TRAY 

•••••• • • • • • 

Page 5of6 
May 14, 2013 

•••• • • •••• 
• ••• • • • •• • 

• 
• • •••••• 

===~·:,:_•: •• ===·°!===~---.... 
• • • ••• 

••••• • • ••••• 
• • • • • • 

• 
• • •••••• • 
• • • • • •• •• 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats 

CAN KILL IN ONE FEEDING* 

* Rats and mice may consume a lethal dose in one feeding with first dead mice appearing 4 or 5 
days after feeding begins. 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brodifacoum 3-[3-(4' -bromo-{ 1,l '-biphenyl}-4-yl)-
1,2,3,4-tetrahydro-1 -naphthalenyl]-4-hydroxy-2H-1-
benzopyran-2-one ..................... ................... .. ........ 0.005% 
OTHER INGREDIENTS: ............ .................... 99.995% 

TOT AL 100.000% 

NET WT: 3 OZ. (85g) 
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d-CON® READY MIXED GELTION II 
EPA REG. NO: 3282-81 

3 OZ. B{\I}: TRAY 
BACK 'P.,u.J~L 
Kills w.aefariJl-Resistant House Mice and Warfarin-Resistant Norway Rats 

• •• 
• •••••• • • • • • • • DIRECTIONS FOR USE 

It is a viMati~n of F~al law to use this product in a manner inconsistent with its labeling. 
• • 

Page 6 of'6 
May.14, 2013 

Read tli~ ~re labe~ on the outer package before using this product. It is illegal to sell these bait trays 
individua1r;. • • ·: • • 

• • •••• 
• • 

PRECl\!r'ibNARY STATEMENTS: 
HAZARllS-I'O HUMANS AND DOMESTIC ANIMALS 
KEEP tluf OF REACH OF CHILDREN 
Place bait in areas not accessible to children, pets, domestic animals or wildlife or in tamper-resistance 
bait boxes. 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EA TEN BY HUMANS, CALL A PHYSICIAN AT ONCE. 
For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN BY 
ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 - 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin Kl is are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin Kl is antidotal as doses of 10 to 20 mg (not mg/kg). 
Repeated treatments may need to be given up to 30 days (based on monitoring of prothrombin times). In 
sever cases, blood transfusions may be necessary. FOR ANIMAL CASES: Contains Brodificoum, and 
anticoagulant with a halflife in the dog or 1-4 days. For dogs that have ingested or that are suspected of 
having ingested Brodifacoum, and/or have obvious symptoms, such as bleeding or have lowered 
prothrombin times, give Vitamin Kl as follows: Vitamin Kl is antidotal at 5 mg/kg intramuscularly. Oral 
Vitamin Kl should be given for up to 30 days at 5 mg/kg (based on monitoring of prothrombin times). In 
sever cases blood transfusions may be necessary. 

ENVIRONMENT AL HAZARDS: This product is toxic to fish, birds and wildlife. This product can 
pose a secondary hazard to birds of prey and mammals. Do not apply directly to water. 

ACTIVE INGREDIENT: 
Brodifacoum 3-(3-(4' -bromo-{ l,l '-biphenyl}-4-yl)
l,2,3,4-tetrahydro-l-naphthalenyl]-4-hydroxy-2H-l-
benzopyran-2-one .................................................. 0.005% 
OTHER INGREDIENTS: ................................ 99.995% 

TOT AL 100.000% 

Questions? Comments? Call 1-800-228-4722 
Distributed by: Reckitt Benckiser Inc. Parsippany, NJ 07054(-xxxx) 

EPA Reg. No.: 3282-81 
EPA Est. No.: 475-MS-1; 2393-WI-1 
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d-CON® ~ADY MIXED GENlllATION II 
EPA REG. NO: 3282-81 

12 OZ AND 3, 8 LBS - OUTER BOX/PAIL 
FRONT LABEL 

Page 1of6 
May 14, 2013 

•••• • • •••• 
(GOOD HOUSEKEEPING m?AL) 

•• • 
•••••• • • • • • • • • • ••••• 

House Mice (will) eat through (the)(place)(bait) pack •••••• • • • •• •••• • • • ••••• •• • • • ••••• • d-CON® 
• • •••••• READY MIXED BAITBITS 
• 
• • • • • •• •• KILLS MICE AND RA TS 

CAN KILL IN ONE FEEDING* 
~ 

* Rats and mice may consume a lethal dose in one feeding with first dead mice appearing 4 or 5 
days after feeding begins. 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brodifacoum 3-[3-(4'-bromo-{ 1,l '-biphenyl}-4-yl)-
1,2,3,4-tetrahydro-1-naphthalenyl]-4-hydroxy-2H-1-
benzopyran-2-one ................................. ............ ..... 0.005% 
OTHER INGREDIENTS: ................................ 99.995% 

TOTAL 100.000% 

4 READY TO USE BAIT FILLED TRAYS 
4BAITTRAYS 
NET CONTENTS 4/3.0 OZ. (85g) 
NET WT: 12 OZ. (340g) 

16 READY TO USE BAIT FILLED TRAYS 
NET WT 3 LBS. (l 360g) 

Net Contents: 8 lbs. 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 
Call 1-800-228-4722 

Important: For directions for use and first aid instruction in Spanish, please call 1-866-648-1819 
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d-CON® READY MIXED GE&TION II 
EPA REG. NO: 3282-81 

12 OZ tWP. 3, 8 LBS - OUTER BOX/PAIL 
BACK ?SIDE LABEL 

•••• • • • 
d-CON RE~DY MIXED GENERATION II 

• • ••••• • • • • • • • 
KILLS !(A.ts AND.MIL;E 
Kills W'1.tt:frlg.-Resi~~t House Mice and Warfarin-Resistant Norway Rats 

• •• • •••• • • • • •••• 
• • DIRECTIONS FOR USE 

It is a vioiatiOO. of Federal law to use this product in a manner inconsistent with its labeling. 
• • • • • 

Page 2 of6 
May 14, 2013 

READ M~ LABEL: Read this entire label and follow all use directions and use precautions. 

IMPORTANT: Do not expose children, pets, or other nontarget animals to rodenticides. To help prevent 
accidents: 

1. Store product not in use in a location out of reach of children and pets. 

2. Apply bait in locations out of reach of children, pets, domestic animals and non-target wildlife, or 
in tamper-resistant bait stations. These stations must be resistant to destruction by children under 
six years of age and must be used in a manner that prevents such children from reaching into bait 
compartments and obtaining bait. If bait can be shaken from stations when they are lifted, units 
must be secured or otherwise immobilized. Even stronger bait stations are needed in areas open to 
hoofed livestock, raccoons, bears, other potentially destructive animals, or in areas prone to 
vandalism. 

3. Dispose of product container, and unused, spoiled, and unconsumed bait as specified on this label. 

USE RESTRICTIONS: This product may only be used to control House Mice, Norway Rats, and Roof 
Rats in and around homes, industrial, commercial, agricultural and public buildings. d-CON Ready Mixed 
Generation II may also be used in transport vehicles (ships, trains, aircraft) and in and around related port 
or terminal buildings. Do not use in sewers. Do not place bait in areas where there is a possibility of 
contaminating food or surfaces that come in direct contact with food. Do not broadcast bait. 

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will most likely find 
and consume the bait. Generally, these are along walls, by gnawed openings, in or beside burrows, in 
comers and concealed places, between floors and walls, or in locations where their signs have been seen. 
Remove as much alternative food as possible. Use tamper-resistant bait stations wherever necessary (see 
"IMPORT ANT:"). 
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:-CON® ~ADY MIXED GE~TION II 
EPA REG. NO: 3282-81 

Page 3 of 6 
May 14, 2013 

-----------------------------------------------------------------------------

APPLICATION DIRECTIONS: 
•••• • • •••• 

(FOR 12 OZ. BOX ONLY: The amount of bait contained in the trays in this box is unlikely .to 1)e: •• • sufficient to kill more than 3 to 12 rats. More than one box may be needed to COJltj~J J~rger inf~tations. 
• • • • • • • •••••• 

To Control Norway and Roof Rats: Place 1 - 4 bait trays per placement. Space-p~eng at intervals 
of 15 - 30 feet in infested areas. If trays are not fed for 5 consecutive days, relocate th.em to.Ott!..f.nlaces •• ••• .J.rc1 er 
where rodent activity exists and where placements consistent with the requireme~t.<;:Q:Uhis label.can be 
made. Maintain an uninterrupted supply of fresh bait for at least 10 days. : ••• : • 

• 
To Control House Mice: Open tray and apply~ - Yi oz. (1-2 tablespoons) of bait at 8 to 12•!<.<'t.b:itervals 
in infested areas. Larger placements (up to 2 ounces) may be used at points of extremely high mouse 
activity. Maintain a supply of fresh bait for at least 15 days. 

Check bait locations every 2 days for signs of feeding. Replenish bait if more than 1/2 of the original 
amount has been removed by rodents. Replace contaminated or spoiled bait immediately if rodent activity 
is still evident. Collect and dispose of all dead animals and leftover bait properly. 
To prevent reinfestation, limit sources of rodent food, water and harborage as much as possible. If 
reinfestation does occur, repeat treatment. Where continuous source of infestation is present, establish 
permanent bait stations and replenish as needed. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT ONCE. 
For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN BY 
ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 - 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin Kl is are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin Kl is antidotal as doses of 10 to 20 mg (not mg/kg). 
Repeated treatments may need to be given up to 30 days (based on monitoring of prothrombin times). In 
sever cases, blood transfusions may be necessary. FOR ANIMAL CASES: Contains Brodificoum, and 
anticoagulant with a half life in the dog or 1-4 days. For dogs that have ingested or that are suspected of 
having ingested Brodifacoum, and/or have obvious symptoms, such as bleeding or have lowered 
prothrombin times, give Vitamin Kl as follows: Vitamin Kl is antidotal at 5 mg/kg intramuscularly. Oral 
Vitamin Kl should be given for up to 30 days at 5 mg/kg (based on monitoring of prothrombin times). In 
sever cases blood transfusions may be necessary. 

ENVIRONMENTAL HAZARDS: This product is toxic to fish, birds and wildlife. This product can 
pose a secondary hazard to birds of prey and mammals. Do not apply directly to water. 
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d-CON® READY MIXED GE~TION II 
EPA REG. NO : 3282-81 

•••• • • •••• STORAGE AND DISPOSAL 
: •: • .. Do not contaminate water, food, feed by storage or disposal. 

Page 4 of'6 
May 14, 2013 

STOMGl! Store onlv in original container, in a dry place inaccessible to children and pets. . . .. ..,-.. 
DISPOSAL:. If eJtlpty::Non-refillable container. Do not reuse or refill container. Place in trash or offer 
for recyCttrig t f avatlial:.Ie. If partly filled: Call your local solid waste agency for disposal instructions. • • 
Never pla.C~~used ~oduct down any indoor or outdoor drain. 

• •• • •••• • • • • •••• 
NOTICl: TO BUYER AND USER: Seller warrants that this product conforms to the chemical 
descripti~~"oa the label and is reasonably fit fir the purpose stated on the label when used in accordance 
with dir~ciidlis under conditions of use. This warranty does not extend to the use of this product contrary •• •• • to label instructions, or under abnormal use conditions, or under conditions not reasonable foreseeable to 
Seller, and Buyer and User assumes the risk of any such use. 

SELLER DISCLAIMS ALL OTHER WARRANTIES EXPRESSED OR IMPLIED INCLUDING ANY 
WARRANTY OR FITNESS OR MERCHANTABILITY. SELLER SHALL NOT BE LIABLE FOR 
CONSEQUENTIAL, SPECIAL OR INDIRECT DAMAGES RESULTING FROM THE USE OR 
HANDLING OF THIS PRODUCT AND SELLER'S SOLE LIABIITY AND BUYER'S AND USER'S 
EXCLUSIVE REMEDY SHALL BE LIMITED TO THE REFUND OF THE PURCHASE PRICE. 

Questions? Comments? Call 1-800-228-4722 
Distributed by: Reckitt Benckiser Inc. Parsippany, NJ 07054(-xxxx) 

EPA Reg. No.: 3282-81 
EPA Est. No.: 475-MS-1; 2393-WI-1 

MADE IN THE USA 

Important: For directions for use and first aid instruction in Spanish, please call 1-866-648-1819 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 
Call 1-800-228-4722 

MADE IN THE USA 

-· 
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' 
d-CON® ~ADY MIXED GE& n o N II 
EPA REG. NO: 3282-81 

3 OZ. BAIT TRAY 
FRONT PANEL 

d-CON® 
READY MIXED B ITBITS 

KILLS MICE AND RA TS 

READY-TO-USE BAIT TRAY 

•••••• • • • • • 

Page 5 of6 
May 14, 2013 

•••• • • •••• 
• ••• • • • •• • 

• 
• • •••••• 

===""==~·~·:··:~~·~~"="'~===<;;~===! 
•• 

••••• • • ••••• 

•••• • • • •• • 
• 

• • •••••• • 
• • • • • •• •• 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats 

CAN KILL IN ONE FEEDING* 

* Rats and mice may consume a lethal dose in one feeding with first dead mice appearing 4 or 5 
days after feeding begins. 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brodifacoum 3-[3-(4' -bromo-{ 1, 1 '-biphenyl}-4-yl)-
1,2,3,4-tetrahydro-1 -naphthalenyl]-4-hydroxy-2H-1-
benzopyran-2-one .. .... .. .......... ................................ 0.005% 
OTHER INGREDIENTS: ....... ............... .......... 99.995% 

TOTAL 100.000% 

NET WT: 3 OZ. (85g) 
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d-CON® READY MIXED GE~TION II 
EPA REG. NO: 3282-81 

Page 6 of"6 
May 14, 2013 

------------------------------------------------------------------------~----

3 OZ. B4IT. TRAY 
BACK f'AWJ!L 
Kills W:itfal'ip-Resistant House Mice and Warfarin-Resistant Norway Rats 

• •• 
• • ••••• • • : • : DIRECTIONS FOR USE 

It is a vioiali~n of:~'e&€Hl law to use this product in a manner inconsistent with its labeling. 
• • Read tht!l:flti.re lab<!l•on the outer package before using this product. It is illegal to sell these bait trays 

· d. ·d· 11•• ••••• m 1v1 uavY· • •• : •• 
• • 

PRECAUtlbNARY STATEMENTS: 
HAZAIUlS-~O HUMANS AND DOMESTIC ANIMALS 

•••• KEEP OUT OF REACH OF CHILDREN 
Place bait in areas not accessible to children, pets, domestic animals or wildlife or in tamper-resistance 
bait boxes. 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT ONCE. 
For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN BY 
ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 - 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin Kl is are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin). FOR HUMAN CASES: Vitamin Kl is antidotal as doses of 10 to 20 mg (not mg/kg). 
Repeated treatments may need to be given up to 30 days (based on monitoring of prothrombin times). In 
sever cases, blood transfusions may be necessary. FOR ANIMAL CASES: Contains Brodificoum, and 
anticoagulant with a halflife in the dog or 1-4 days. For dogs that have ingested or that are suspected of 
having ingested Brodifacoum, and/or have obvious symptoms, such as bleeding or have lowered 
prothrombin times, give Vitamin Kl as follows: Vitamin Kl is antidotal at 5 mg/kg intramuscularly. Oral 
Vitamin Kl should be given for up to 30 days at 5 mg/kg (based on monitoring of prothrombin times). In 
sever cases blood transfusions may be necessary. 

ENVIRONMENTAL HAZARDS: This product is toxic to fish, birds and wildlife. This product can 
pose a secondary hazard to birds of prey and mammals. Do not apply directly to water. 

ACTIVE INGREDIENT: 
Brodifacoum 3-[3-(4'-bromo-{ 1,1 '-biphenyl}-4-yl)
l,2,3,4-tetrahydro-1-naphthalenyl]-4-hydroxy-2H-l-
benzopyran-2-one .............................................. .... 0.005% 
OTHER INGREDIENTS: ............ .................... 99.995% 

TOTAL 100.000% 

Questions? Comments? Call 1-800-228-4 722 
Distributed by: Reckitt Benckiser Inc. Parsippany, NJ 07054(-xxxx) 

EPA Reg. No.: 3282-81 
EPA Est. No.: 475-MS-l; 2393-WI-l 
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• -~~ ., Reckitt 
Benckiser 

May 15, 2013 •••••• • • • • • 
•••••• 

•• •• • • •• •• 
• ••• • • • •• • 

• 
• • •••••• • John Hebert, PM 7 ~=:;~==~;;;;;;;;;;;~;;;;;;;;;;;; .................................................................. - · •• ~··----~.~.~.~.==:=======~====~ 

Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, 4th Floor 

One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 

RE: d-CON® Ready Mixed Baitbits 

Notification to add an additional size 

Dear Mr. Hebert: 

••••• • • ••••• 

With this letter, Reckitt Benckiser LLC, D/B/ A Reckitt Benckiser (Reckitt), is submitting the enclosed 
notification to add an additional container size. 

You will find the following included to support this notification : 

1) Notification application form, 
2) One red line version of the label, and 
3) One clean version of the label. 

If you have any questions, please contact me at (973) 404-2995 (direct dial) or email at 
Heather.Bjornson@rb.com. 

Sincerely, 

Heather R. Bjornson 
Senior Regulatory Associate 

Morris Corporate Center IV, 399 Interpace Parkway, Parsippany, NJ 07054-0225 

• • • •• • 
• 

• • •••••• • 
• • • • • •••• 
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arm ,oorove . o. - . ,pprova expires - -

r 

•~lease r;ad lnstr~ctions on reverse before l pleting form. 
F • A d OMB N 2070 0060 A 2 28 95 

§ Registration OPP Identifier Number 

~EPA 
United States 

Environmental Protection Agency Amendment 
Washington, DC 20460 Other •••• 

Aoolication for Pesticide -Section I •••• 
1. Company/Product Number 2. EPA Product Manager 3. Propose~a~ifi~tion 

3282-81 •• • John Hebert - ~None r::J •R.estricted 4. Company/Product (Name) PM# • • • ••••• 
d-CON® Ready Mixed Baitbits PM-7 •le•••• • 

~~~~~ • • 
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section~(f~l) (~(i), my product 

Reckitt Benckiser Inc. is similar or identical in romposition and latJelini io:• • 
• • • • • 

399 Interpace Parkway • • 
Parsippany, NJ 07054-0225 EPA Reg. No. ••• ••• -

• • 
D Check if this is a new ~ddress Product Name • • • •• •• 

Section II § F;,.; pooled """'' ;, ~poore ta ~ A-~t-~pOO~ Agency Letter dated 

Resubmission in response to Agency Letter dated "Me Too" Application. 

Notification - Explain below. Other- explain below. 

Explanation: Use additional page(s} if necessary. (For section I and Section II .) 

Notification of additional container size. 
This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes 
have been made to the labeling of the Confidential statement of formula of this product. I understand that it is a violation of 18 U .S.C. 
Sec. 1001 to will fully make any false statement to EPA. I further understand that if this notification is not consistent with the tenns of 
PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and 1 may be subject to enforcement action and 

oenalties under sections 12 and 14 of FJFRA. 

Section Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 
2. T~Coota;o., 

~Yes* ~t ~Yes 
Metal 
Plastic 

No No No Glass 
Paper 

If "yes," No. per If "Yes," No. per Other (Specify) 

* Certification must be . Unit Package wgt. container Package wgt. container 

submitted. 3.0 oz 4 I 
3. Location of Net Contents Information 4. Size(s) of Retail Container 15

1

. ~aron of Label Directions 

~Label D Container 12 oz (4/3 oz) I 8 lbs. 
On Label 

,, On Labeling accompanying product 
6. Manner in Which Label is Affixed to Product Fl Lithograph L_JOther( ) 

Paper glued 
Stenciled 

Section IV 
1. Contact Point (Complete items directlv below for identification of individual to be contacted, if necessarv, to process this aoolicaiton.J 

Name Title Telephone No. (Include Area Code) 

Heather R. Bjornson Senior Regulatory Associate (973) 404-2995 

Certification 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 
I acknowledge that any knowingly false for misleading statement may be punishable by fine or imprisonment or 
both under applicable law. (Stamped) 

~ 
3. Title 

((_ f!>\ I Senior Regulatory Associate 

4. Typed Name " 5. Date 

Heather R. Bjornson May 15, 2013 

FPA Fnrm RS70-1 lmv. R-!141 Pr.,vin11s "tlitinns '"" nhsnll'!t" . 
. . 

Wh1tP. - FPA F1IP. C:nnv lnrirnn"ll YP.llnw - Annhr.,,nt r.nnv 24



• • 
Material Sent for Data Extraction 

Reg. # 3di~-il 

Description: Doti-Gurb'Dr\ docuYYV'\b 

D Material(s) Sent to Data Extraction Contractors: 

D New Stamped Label Dated ___ _ 

JlL- Notification Dated d-} 1 / f g_ 

D New CSF(s) Dated ___ _ 

D Other: -----------

D Decision #: 4&D~o4 
~-~-----

D Other Action/Comments: ________ _ 

File this coversheet and attached materials in the jacket. It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (ISC) (Room S-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). For further information please call 703-605-0716. 

Reviewer: ~-e4 ~ 
Phone: aos-01£01 Division: ....... Z_:D _____ _ 

Date:~J~b~l'~~~~~~~~~~~~~~~ 
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• 

Ms. Heather Bjornson 
Technology Sciences Group 
1150 18th St., NW, Suite 1000 
Washington, DC 20036 

• 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

W ASH1NGTON, D.C. 20460 

JE o 7 2 12 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Subject: Notification to add alternate suppliers of inert ingredients 
d-CON® Ready Mix Baitbits 
EPA Reg. No. 3282-81 

Dear Ms. Bjornson: 

The Agency is in receipt of your Application for Pesticide Notification under Pesticide 
Registration Notice (PRN) 98-10 dated January 30, 2012 for the product d-CON® Ready Mix 
Baitbits. The Registration Division (RD) has conducted a review of this request for its 
applicability under PRN 98-10 and finds that the action(s) requested fall within the scope of PRN 
98-10. The Confidential Statement of Formula (CSP) submitted with the application has been 
stamped "Notification" and will be placed in our records. 

If you have any questions, please calJ me directly at 703-305-5967 or e-mail me at 
gain es. j ennifer@epa.gov. 

Sincerely, 

J nnifer aines 
ildlife Biologist 

Insecticide-Rodenticide Branch 
Registration Division (7505P) 
Office of Pesticide Programs 
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~ Receipt for Section 3 ,..-.., -_ . [QJ~ 

S: 0892 

Regulatory Type: Product Registration - Section 3 

Company: J3282 ECKITT BENCKISER LLC 

Risk Manager: jRegistrlllllon Division, Risk Management Team 7 

Product I". 3282-81 j Product Name: -CON READY MIXED GENERATION II 

Me Too 
Sectlon3: 

Application Date: O-Jan-2012 

Front End Date: 1-Feb-2012 

FFS Due Date: 

OPP Target Date: 

Receipt De~ 

Me Too 
ProcUct Name: 

Negotiated Due Date: 

Notification to add additional suppliers of inert ingredients 

• 
Print Letter 

Tracking 

Receipt Content Des 

View/Edit 
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Technology Sciences Group Inc. 
115018'h Street, NW, Suite 1000 
Washington, O.C. 20036 
Direct: (202) 828-8945 
Fax: (202) 872-0745 
E-Mail: hbjornson@tsgusa.com 

Heather R. Bjornson 
Senior Regulatory Consultant 

January 30, 2012 

John Hebert 
Insecticide - Rodenticide Branch 
Office of Pesticide Products 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

RE: d-Con® Ready Mix Baitbits (EPA Reg. No. 3282-81) 

Notification to add additional suppliers of inert ingredients 

Dear Mr. Hebert: 

Technology Sciences Group, on behalf of Reckitt Benckiser, is submitting the enclosed 
notification to add additional suppliers for two inert ingredients to the alternate formulat ion 
Confidential Statement of Formula. Please do not hesitate to contact me with any questions. 

Sincerely, 

Heather R. Bjornson 

•••• • • •••• 
• • •••••• • 

• 
• • • • • •• •• 

• • •••••• • 

• ••••• • •• • • 
• ••••• • • •• 
• •••• • • • • •••• 

Washington, O.C. 
1150 1s" St., NW, Suite 1000 

Washington, D.C. 20036 

Phone: (202) 223-4392 

California 
712 Fifth St., Suite A 

Davis, CA 95616 

Phone: (530) 757-1245 

• • •••••• • 
•• • • • • • •• 

Canada 
275 Slater St., Suite 900 

Ottawa, Ontario KlP 5H9 

Phone: (613) 247-6285 
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. -
l'leMe relld ltw .... --• ..,,,,. com lnnw ,:,.,..., &nnrov Nn. ---- ---· 

. •vni•- 2 .. 29.95 

United Stetes § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1 • Company/Product Number 2. EPA Product Manager 3. Proposed Classification 
3282-81 John Hebert ~None D Restricted 

4. Company/Product (Name) PMI 
d-CON Ready Mix Baitbits 48 

-
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Reveiw. In ac\~flRA Section 3(c)(3) 

Reckitt Benckiser Inc. (b)(i), my product is similar or i Oltn and labeling 

Morris Corporate Center IV, 399 Interpace Parkway to: OTIFICATION 
Parsippany, NJ 07054 

EPA Reg. No. 

D Check if this is 11 new address Product Name 
FEB 0 7 ?012 

Section - II 

D Amendment - Explain below. LJ Final printed labels in repsonse to 
Agency letter deted 

D Resubmission in response to Agency letter dated D •Me Too• Application. 

0 Notification - Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

This notification is to add additional suppliers to the alternate formulation CSF per PR Notice 98-10. 

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the 
labeling of the Confidential statement of formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to 
EPA. I further understand that if this notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of 
FIFRA and I mav be subject to enforcement action and penalties under sections 12 and 14 of FIFRA. 

Section - Ill 
1. Material Thie Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

a ves BYes B Yes QMohl 
No No 

Plastic 
No Glass 

• Certification must 
If ·ves· No. per If ·ves• No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container I 5~tion of Lebel Directions 

LJ Label LJ Container 

6. Manner in Which Label is Affixed to Product [_J Lithograph D Other •••• 
Paper ~ued . -
Stenci ed •••• 

Section - IV - -••• • • 
1 • Contact Point (Complete items directly below for identific11tion of individulll to be contacted, if necessary, to process this app/ictltion.J •••••• • • • • • • . 
Name Title Telephone N~ •• ~de Arlt S:~\I 

Heather R. Bjornson .Technology Sciences Group, Inc. Senior Regulatory Consultant (202) 828-8~45 • • • •• --
Certification f!. Date Applicatio: • • • 

Ref:aived ••••• 
I certify that the statements I have mode on this form and all attachments thereto are true, accurate and complete. • • I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisoNnent or : ••"(Stamped) 
both under applicable law. 

•• • 
2. Signature 3. ntte • • • 

~ Vl. ~~ 
• •• 

Regulatory Consultant to Reckitt Benckiser Inc. 

4. Typed Name 5. Date 

Heather R. Bjornson January 30, 2012 

EPA Form 8570-1 (Rev. 3-941 Previous editions are obsolete. White - EPA File Copy lori9iriell Yelow • Applcmt Copy 29



•• 
NOTE TO FILE 

The July 14, 2010 submission was a non-notification. 
The registrant submitted the documents so they could 
be added to the product file. A formal Agency letter 
was not sent to the registrant. 

July 23, 2010 

==~ 
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July 14, 2010 

Document Processing Desk (NON-NOTIF) 

Office of Pesticide Programs (7504P) 

U.S. Environmental Protection Agency 

One Potomac Yard, Room S-4900, 4th Floor 

2777 S. Crystal Drive 

Arlington, VA 22202 

Attention : 

Reference: 

Dear Mr. Hebert: 

Mr. John Hebert, PM-7 

Non-notification for additional packaging claim 

Product Name: d-Con Ready Mixed Baitbits 

EPA Registration Number: 3282-81 

OPP ID Number: 298609 

-,,~ 
, Reckitt 

Benckiser 

This letter is to inform the agency that Reckitt Benckiser would like to add the following packaging claim to our master text 
label for the above referenced registration number: 

(4 trays X 3 oz) 

As per PR Notice 98-10 this action is considered a non-notification; however, we would like this information added to 

the file. 

In support of this registration action , I have enclosed EPA form# 8570-1 , OPP ID# 298609 that identifies this action. 

If there is any other information that the agency needs to complete this submission, please feel free to contact me at 

973-404-2717. Thank you for your assistance with this registration action. 

s;ncerel~ 

C~eDellanno 
Regulatory Affairs Associate 

(Encl.) 
•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • 

• ••• • 
••• • • • •• 

• 
• • •••••• • 
•••• • •• •• • 

• 
• • • , eckitt Be»ckls Inc . . . . . .... 

399 lnterp e Parkway 
PO Box 22s . • • • 
Pars1ppany~ ~ Q~4 
T (973) 404-2600 
F (973) 404-5700 

www.reckittbenckiser.com 31



--- - - - --- -

, 
~ 

Pie;,. read instructions on reverse before comoleting fo Form Approved, OMB No. 20 o, APProval expires 05-31 -98 ... EPA 
United States D Registration OPP Identifier Number ... Environmental Protection Agency D Amendment 298609 

Washington, DC 20460 [gJ Other 
Aoolication tor Pestic1ae - section I 

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 
3282-81 John Hebert 

4. Company/Product (Name) PM# ~None D Restricted 
d-Con Ready Mixed Baitbits #7 

5 . Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Reckitt Benckiser Inc. (b)(I), my product is similar or identical in composition and labeling 
Morris Corporate Center IV - ~ to: -
399 Interpace Parkway EPA Reg. No. 
Parsippany, NJ 07054-0225 

D Check if this is a new address Product Name 
Section -11 

D Amendment - Explain below. D Final printed labels in response to Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application 

0 Notification - Explain below. D Other - Explain below 
Explanation: Use additional page(s) if necessary. (For Section I and Section 11.) 

Non-Notification: to add the following packaging claim: 

(4 trays X 3 oz) .. 

This non-notification is consistent with the provisions of PR Notice 98-10 and EPA regulations 40 CFR 152.46, and no other changes h.ave been made to 
the labeling or the confidential statement of formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false 
statement to EPA. I further understand that if th is non-notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, th is product may 
be in violation of FIFRA and I may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA. 

section - Ill 
1. Material This Product Will Be Packaged In: 
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

D Yes* 0 Yes D Yes D Metal 

l:8J No D No l:8J No l:8J Plastic 
If "Yes" No. per If "Yes" No. per D Glass 

*Certification must 
Unit Packaging wgt. container Packagewgt. container D Paper 3.0 oz 4 

be submitted (on file) D Other (Specifiy) 
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

l:8J Label D Container l:8J On Label 
12 oz (4/3 oz) D On labeling accompanying product 

6. Manner in Which Label is Affixed to Product 121 Lithograph 

D Paper glued D Other 

D Stenciled 

Section-IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application) 

Name Title Telephone No. (l~lude Area Code) 

Christine Dellanno Requlatorv Affairs Associate 973~-2717 
Certification 6 . Date A~lication 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. ~ • . Recei•Etd 
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both • (Stamped) 
under applicable law. _ : 

.. 
• • • 

2. Signature: (' ~ 3. Title: •••• • • ·-···· • r • .. 
Regulatory Affairs Associate • • • •• ' " • • • 

4. Typed Name: - 5. Date: • •• • ••• 
Christine Dellanno July 14, 2010 • • 

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete White- EPA Fiie Copy (otlglnal) Yellow- ~encant Copy .. ,. 
• 
• • • • • •••• 
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MATERltL_ TOBE ADO; ·· TO JACKET 
. . 

REG .# 
52?2-fl 

Desc.ription: 

.. 

check all that a 

D new stamped accepted· labe·I 

.D ·newC·SF 

notification 

'nstruc-t,o.ns: 
Attach thi~ sryeet to the top of ALL material sent to the file room (both loose paper and 
new material in jackets). This sheet will be imaged; a. clear description wHI aid in 
finding material in the e-jacket. Remove staples from all material. If returning loose 
p~per then hold together· with a binder or p~per clip. CSFs should -be:placed in the 
CSF folder (if returning jacket) or covered with a red CBI sheet (if returning loose· 
paper). Material to be returned to file roo.m shoufd be place in ·tne appropriate bin. 

Dqte: _ _ __ _ 

Division: .. RJ> " 

-· 
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Liane Jenkins 
Senior Registration Specialist 
Reckitt Benckiser Inc. 
399 Interpace Parkway 
Parsippany, NJ 07054-0225 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

OCT 3 1 2008 

Subject: Label Notification(s) for Pesticide Registration Notice 2007-4 and 98-10 

Change inert ingredients to other ingredients 
Added phone number for consumer questions 

Dear Ms. Jenkins: 

The Agency is in receipt of your Application(s) for Pesticide Notification(s) under 
Pesticide Registration Notice (PRN) 2007-4 and 98-10 dated September 25, 2008 for: 

EPA Registration 3282-81 d-CON Ready Mixed Baitbits 

The Registration Division (RD) has conducted a review of this request for 
applicability under PRN 2007-4 and 98-10 and finds that the label change( s) requested falls 
within the scope of PRN-2007-4 and 98-10. The label has been date-stamped ''Notification" 
and will be placed in our records. 

Please be reminded that 40 CFR Part 156.140(a)(4) requires that a batch code, lot 
number, or other code identifying the batch of the pesticide distributed and sold be placed on 
nonrefillable containers. The code may appear either on the label (and can be added by non
notification/PR Notice 98-10) or durably marked on the container itself. 
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If you have any questions, please contact me directly at 703-305-6249 or Nicole 
Williams of my staff at 703-308-8893. 

Sincerely, 

Linda Arrington 
Notifications & Minor Formulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 
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Please read Instructions on reverse before completing form 
Form Aooroved. OMB No. 2070-0060. Aooroval exoires 2-28-95 

§ Registration OPP Identifier Number 

~EPA 
United States 

Environmental Protection Agency Amendment 303691 Washington, DC 20460 Other 

Application for Pesticide -Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-81 John Hebert 
4. Company/Product (Name) PM# I y" I None D RestrK:ted 

d-CON® Ready Mixed Baitbit. PM-7 -

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIF~({jN)(i), my product 

Reckitt Benckiser Inc. is similar or identical in compositiorN(!)f wq 
399 Interpace Parkway 

OCT 3 1 2008 Parsippany, NJ 07054-0225 EPA Reg. No. 

D Check if this is a new address 
Product Name 

Section II § F"'l oi""" """' ·-~"' ~ """'"""""'- ""'""" ..... Agency Letter dated 

Resubmission in response to Agency Letter dated "Me Too" Application. 

Notification - Explain below. Other - explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

Notification of label change per PR Notice 2007-4 to address the new Container Rule, PR Notice 97-6 for term "Inert" ingredients and 
phone number addition 

Section Ill 
1. Material This Product Will Be Packaaed In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2 . T~~~lo~ 
~v~· ~v~ ~Yes Metal 

Plastic 

No No No 
Glass 
Paper 

If "yes," No. per If "Yes," No. per Other (Specify) 

• Certification must be 
Unit Package wgt. container Package wgt. container 

submitted. 3.0 oz 4 I 
3. Location of Net Contents Information 4. Size(s) of Retail Container I 5~tion of Label Directions 

~Label D Container 12 oz (4/3 oz) On Label 
I On Labeling accompanying oroduct 

6. Manner in Which Label is Affixed to Product Fl Lithograph L_JOtherl ) 
Paper glued 
Stenciled 

Section IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessarv, to process this app/icaiton.) 

Name Title Telephone No. (lndude Area Code) 

Liane Jenkins Senior Registration Specialist (973) i04-~7Jl I 
• • • 

Certification •••t -S: Date A~llc!alion • • 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. • • •Received • • • I acknowledge that any knowingly false for misleading statement may be punishable by fine or imprisonment or •• • 
both under applicable law. 

••• 4 •• CSillllaldJ • • • • • • ••• 
2. Signature 3. Title • • • 

••• • •• • 
cfoavV--<;) t.A<-Alt~ Senior Registration Specialist • • • • • ••• • • ••• • • 4. Typed Name 5. Date •••• 

•• • 
Liane Jenkins September 25, 2008 • • • •• • 

EPA Fnrm 11570-1 lrAv. 11-94\ Pmvinu"' Atlitinn"' am nh,.nlAtA. 
. . 
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September 25, 2008 

RECJ(ITI 
BENCICISER 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
One Potomac Yard, Room S4900 
2777 S. Crystal Drive 
Arlington, VA 22202 

Attention: Linda Arrington 

Ref.: d-CON® Ready Mixed Baitbits 
• EPA Reg. No.: 3282-81 
• OPP ID No.: 303691 

• Label Change to meet PR Notice 97-6 and 20071 

Dear Ms. Arrington, 

Reckitt Benckiser is notifying the Agency of a few label changes made to the above 
mentioned registration . These changes should be allowed via Notification. All changes to the 
proposed Master label are indicted in red text. Below is a summary of these changes: 

• Revising the Disposal Instruction as per PR Notice 2007-1 . The revised language 
is taken directly from this PR Notice. 

• Changing "Inert" Ingredients to "Other" ingredients as allowed by PR Notice 97-6 

• Adding a phone number for consumers to call for questions. 

The enclosed documents support this registration action: 

• EPA Application of Pesticide Registration, Form 8570-1, OPP ID No. 303691 
• Certification Statement as per PR Notice 95-2 
• One copy of proposed label with changes highlighted in red text 

Thank you for your assistance with this registration action. If you have any questions, 
please contact me at (973) 404-2781 or via e-mail at liane.jenkins@reckittbenckiser.com . 

Sincerely, 

detU- cJl ~fA,11/1 
Liane Jenkins 
Senior Registration Specialist 

RECKITT BENCKISER INC. 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

Morris Corporate Center IV. 399 Interpace Parkway, P.O. Box 225, Parsippany, NJ 07054-0225 
Tel. (973)-404-2600 • Fax (973)-404-5700 

• •• • • • •••• 
• 

•• • • • • • •• 
•••• • •• •• • 

" 
• ••• • • •••• 
•• • • • • •• • 
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e 
d-CbN READY MIXED GENERATION II 
EPA REG. NO: 3282-81 

12 OZ AND 3 LB. OUTER BOX 
FRONT LABEL 

• Page 1of8 
September 25, 2008 

(GOOD HOUSEKEEPING SEAL) 

d-CON® 
READY MIXED BAITBITS 

KILLS MICE AND RATS 

CAN KILL IN ONE FEEDING 

NOTIFICATION 
OCT 3 1 2008 

*Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 5 days 
after feeding begins. 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brodifacoum 3-[3-(4' -bromo-{l , l ' 
biphenyl}-4-yl)-1 ,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one .. ....... ... ............... ... ... ... 0.005% 
OTHER INGREDIENTS: ....... .................. ...... ........ ..... 99.995% 

4 READY TO USE BAIT FILLED TRAYS 
4 BAIT TRAYS 
NET CONTENTS 4/3.0 OZ. (85g) 
NET WT. 12 OZ. (340g) 

TOTAL 100.000% 

16 READY TO USE BAIT FILLED TRAYS 
NET WT. 3 LBS. (1360g) 

Important: For Direction for use and first aid instruction in Spanish, please call 1-866-648!1-&"1:9' : 
• • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• •• • • • •••• 
• 

•• • • • • • •• 
•••• • •• •• • 

• 
• ••• • • •••• 
•• • • • • •• • 
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. e 
d-CON READY MIXED GENERATION II 
EPA REG. NO: 3282-81 

12 OZ BOX AND 3 LB. OUTER BOX 
BACK LABEL 

d-CON READY MIXED GENERATION II 

KILLS RA TS AND MICE 
Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats 

DIRECTIONS FOR USE 

Page 2 of8 
September 25, 2008 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

READ TIDS LABEL: Read this entire label and follow all use directions and use precautions. 

IMPORT ANT: Do not expose children, pets, or other non target animals to rodenticides. To help prevent 
accidents: 

1. Store product not in use in a location out of reach of children and pets. 

2. Apply bait in locations out of reach of children, pets, domestic animals and non-target wildlife, or in 
tamper-resistant bait stations. These stations must be resistant to destruction by children under six years of 
age and must be used in a manner that prevents such children from reaching into bait compartments and 
obtaining bait. If bait can be shaken from stations when they are lifted, units must be secured or otherwise 
immobilized. Even stronger bait stations are needed in areas open to hoofed livestock, raccoons, bears, 
other potentially destructive animals, or in areas prone to vandalism. 

3. Dispose of product container, and unused, spoiled, and unconsumed bait as specified on this label. 

USE RESTRICTIONS: This product may be used to control House Mice, Norway Rats, and Roof Rats 
in and around homes, industrial commercial, agricultural and public buildings. d-CON Ready Mixed 
Generation II may also be used in transport vehicles (ships, trains, aircraft) and in and around related ports 
or terminal buildings. Do not use in sewers. Do not place bait in areas where there is a possibility of 
contaminating food or surfaces that come in direct contact with food. Do not broadcast bait. 

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will most likely find 
and consume the bait. Generally, these are along walls by gnawed openings, in or beside burrows, in 
comers and concealed places, between floors and walls, or in locations where rodents or signs of rodents 
have been seen. Remove as much alternative food as possible. Use tamper-resistant bait stations•• • • • 
wherever necessary (see "IMPORTANT:"). :··:·: •••• 

• • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

•• • • • • • •• 
•••• • •• •• • 

• 
• ••• • • •••• 
•• • • • • •• • 

l 
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~ d-CON READY MIXED GENE, TION II 
EPA REG. NO: 3282-81 

APPLICATION DIRECTIONS: 

Page 3of8 
September 25, 2008 

(FOR 12 OZ. BOX ONLY: The amount of bait contained in the trays in this box is unlikely to be 
sufficient to kill more than 3 to 12 rats. More than one box may be needed to control larger infestations. 

To Control Norway and Roof Rats: Place 1 - 4 bait trays per placement. Space placements at intervals 
of 15 - 3 0 feet in infested areas. If trays are not fed for 5 consecutive days, relocate them to other 
places where rodent activity exists and where placements consistent with the requirements of this 
label can be made. Maintain an uninterrupted supply of fresh bait for at least 10 days. 

To Control House Mice: Open tray and apply 1/4 - 1/2 oz. (1 - 2 level tablespoons) of bait at 8 to 12 foot 
intervals in infested areas. Larger placements (up to 2 ounces) may be needed at points of 
extremely high mouse activity. Maintain a supply of fresh bait for at least 15 days. 

Check bait locations every 2 days for signs of feeding. Replenish bait if more than 1/2 of the original 
amount has been removed by rodents. Replace contaminated or spoiled bait immediately if rodent activity 
is still evident. Collect and dispose of all dead animals and leftover bait properly. 
To prevent reinfestation, limit sources of rodent food, water and harborage as much as possible. If 
reinfestation does occur, repeat treatment. Where a continuous source of infestation is present, establish 
permanent bait stations and replenish as needed. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EATEN BY HUMAS, CALL A PHYSICIAN AT ONCE. 
For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN BY 
ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of the 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin K 1 are indicated, as in poisoning from overdose of dicumarol (bishydroxy 

coumarin). FOR HUMAN CASES: Vitamin K 1 is antidotal at doses of 10 to 20 mg (not mg/kg). 

Repeated treatments may need to be given for up to 30 days (based on monitoring of prothrombin times). 
In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Contains Brodifacoum, 
an anticoagulant with a half-life in the dog of 1 - 4 days. For dogs that have ingested or that are 
suspected of having ingested Brodifacoum, and/or have obvious poisoning symptoms, such as bleeding or 
have lowered prothrombin times, give Vitamin K 1 as follows: Vitamin K 1 is antidotal at 5 mg/kg 

intramuscularly. Oral Vitamin K 1 should be given for up to 30 days at 5 mg/kg (based on monitoring of 

prothrombin times). In severe cases blood transfusions may be necessary. 
•••••• • • • 

• •• • • • •••• 
• • • • • • 

ENVIRONMENT AL HAZARDS: This product is toxic to fish, birds and wildlifa.• This pro£ot ;an . . . .~ 

pose a secondary hazard to birds of prey and mammals. Do not apply directly to watt1" •• • •••• 
• • • ••••• •• • • • • • • ••••• • ••• • • •••• 
•• • • • • •• • 
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d-CON READY MIXED GENE! TION II 
EPA REG. NO: 3282-81 • Page 4 of8 

September 25, 2008 

STORAGE AND DISPOSAL 
STORAGE: Store only in original container, in a dry place inaccessible to children and pets. 

DISPOSAL: If empty: Non-refillable container. Do not reuse or refill container. Place in trash or offer 
fi r r cling if a ailable. 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused product 
down any indoor or outdoor drain. 

Important: For Direction for use and first aid instruction in Spanish, please call 1-866-648-1819 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• •• • • • •••• 
• 

•• • • • • • •• 
•••• • •• •• • 

• 
• ••• • • •••• 
• • • • • • •• • 
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d-CON READY MIXED GENERATION II 
EPA REG. NO: 3282-81 

12 OZ. BOX RIGHT SIDE PANEL 

d-CON® 
PELLETS GENERATION II 

KILLS MICE AND RA TS 

Kills Warfarin-Resistant 
House Mice and 

W arfarin-Resistant 
Norway Rats 

• Page 5 of8 
September 25, 2008 

NOTICE TO BUYER AND USER: Seller warrants that this product conforms to the chemical description on the 
label and is reasonably fit for the purpose stated on the label when used in accordance with directions under nonnal 
conditions of use. This warranty does not extend to the use of this product contrary to label instructions, or under 
abnonnal use conditions, or under conditions not reasonable foreseeable to Seller, and Buyer and User assumes the 
risk of any such use. 

SELLER DISCLAIMS ALL OTHER WARRANTIES EXPRESSED OR IMPLIED INCLUDING ANY 
WARRANTY OR FITNESS OR MERCHANT ABILITY. SELLER SHALL NOT BE LIABLE FOR 
CONSEQUENTIAL, SPECIAL OR INDIRECT DAMAGES RESULTING FROM THE USE OR HANDLING 
OF THIS PRODUCT AND SELLER'S SOLE LIABILITY AND BUYER'S AND USER'S EXCLUSIVE 
REMEDY SHALL BE LIMITED TO THE REFUND OF THE PURCHASE PRICE. 

EPA Reg. No. 3282-81 
EPA Est. No. 475-MS-1; 2393-WI-1 

SATISFACTION 
GUARANTEED OR 

YOUR MONEY BACK 
Call 1-800-228-4 722 

Important: For Direction for use and first aid instruction in Spanish, please call 1-866-648-1819 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• •• • • • •••• 
• 

•• • • • • • •• 
•••• • • • •• • 

• 
• ••• • • •••• 
•• • • • • •• • 
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d-CON READY MIXED GENERATION II 
EPA REG. NO: 3282-81 

12 OZ. BOX LEFT SIDE PANEL 

d-CON® 
PELLETS GENERATION II 

KILLS RA TS AND MICE 

CAN KILL !NONE FEEDING* 

Page 6 of8 
September 25, 2008 

*Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 5 
days after feeding begins. 

MADE IN THE USA 

d-CON BAITS: 
KILLING RA TS AND MICE IN AMERICA 

FOR50 YEARS 

SATISFACTION 
GUARENTEED OR 

YOUR MONEY BACK 
Call 1-800-228-4722 

Questions? Comments? Call 1-800-228-4 722 
Distributed by: 

Reckitt Benckiser Inc 
Parsippany, NJ 07054 

Important: For Direction for use and first aid instruction in Spanish, please call 1-866-648-1819 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• •• • • • •••• 
• 

•• • • • • • •• 
•••• • •• •• • 

• 
• ••• • • •••• 
•• • • • • •• • 
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d-CON READY MIXED GENERATION IT 
EPA REG. NO: 3282-81 

3 OZ. BAIT TRAY 
FRONT PANEL 

d-CON® 
PELLETS GENERATION Il 

KILLS RA TS AND MICE 

READY-TO-USE BAIT TRAY 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats 

CAN KILL !NONE FEEDING* 

Page 7 of8 
September 25, 2008 

*Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 5 
days after feeding begins. 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-{1,l ' 
biphenyl }-4-yl)-1,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one ..................................... 0.005% 
OTHER INGREDIENTS: ........................................... 99.995% 

TOTAL 100.000% 

NET WT. 3 OZ. BAIT TRAY (85g) 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• •• • • • •••• 
• 

•• • • • • • • • 
• ••• • • • •• • 

• 
• ••• • • •••• 
•• • • • • •• • 
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d-CON READY MIXED GENERATION II 
EPA REG. NO: 3282-81 

3 OZ. BAIT TRAY 
BACK PANEL 

• 
Kills Warfarin-Resistant Norway Rats and Warfarin-Resistant House Mice. 

DIRECTIONS FOR USE 

Page 8 of8 
September 25, 2008 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
Read the entire label on the outer package before using this product. It is illegal to sell these bait trays 
individually. 
PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
KEEP OUT OF REACH OF CHILDREN. 
Place bait in areas not accessible to children, pets, domestic animals or wildlife or in tamper-resistance 
bait boxes. 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT ONCE. 
For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN BY 
ANIMALS ORPETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of the 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin K 1 are indicated, as in poisoning from overdose of dicumarol (bishydroxy 

coumarin). FOR HUMAN CASES: Vitamin K1 is antidotal at doses of 10 to 20 mg (not mg/kg). 

Repeated treatments may need to be given for up to 30 days (based on monitoring of prothrombin times). 
In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Contains Brodifacoum, 
an anticoagulant with a half-life in the dog of 1 - 4 days. For dogs that have ingested or that are 
suspected of having ingested Brodifacoum, and/or have obvious poisoning symptoms, such as bleeding or 
have lowered prothrombin times, give Vitamin K 1 as follows: Vitamin K 1 is antidotal at 5 mg/kg 

intramuscularly. Oral Vitamin K 1 should be given for up to 30 days at 5 mg/kg (based on monitoring of 

prothrombin times). In severe cases blood transfusions may be necessary. 

ENVIRONMENT AL HAZARDS: This product is toxic to fish, birds and wildlife. This product can 
pose a secondary hazard to birds of prey and mammals. Do not apply directly to water. 

ACTIVE INGREDIENT: Brodifacoum 3-[3-(4'-bromo-{l,1 '
biphenyl }-4-yl)-1,2,3,4-tetrahydro-1-naphthalenyl] -4-
hydroxy-2H- l-benzopyran-2-one .............................. ...... 0.005% 
OTHER INGREDIENTS: .............................. ............. 99.995% 

Questions? Comments? 
Call 1-800-228-4 722 
Distributed by: 
Reckitt Benckiser Inc 
Parsippany, NJ 07054 

EPA Reg. No. 3282-81 
EPA Est. No. 475-MS-1; 2392-WI-1 

TOTAL 100.000% 
•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• •• • • • •••• 
• 

•• • • • • • •• 
•••• • • • •• • 

• 
• ••• • • •••• 
••• • • • •• • 

45



September 25, 2008 

RECKITI 
BENCl(ISER 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
One Potomac Yard , Room S4900 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 

RE: d-CON Ready Mixed Baitbits 
EPA Registration No.: 3282-81 
Certification Statement per PR Notice 98-1 O 

This notification is consistent with the provisions of PR Notice 98-10 and EPA 
regulations at 40 CFR 152.46, and no other changes have been made to the labeling 
or the confidential statement of formula of this product. I understand that it is a 
violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I 
further understand that if this notification is not consistent with the terms of PR Notice 
98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and I may be 
subject to enforcement action and penalties under sections 12 and 14 of FIFRA. 

d(/vM- ~ vrJ{.1M . 

Liane Jenkins 
Senior Regulatory Specialist 

•••••• 
• •• • • • •••• 

RECKITT BENCKISER INC. 

• • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

Morris Corporate Center IV, 399 Interpace Parkway, P.O. Box US, Parsippany, NJ 07054-0225 
Tel. (973)-404-2600 • Fax (973)-404-5700 

• 
•• • • • • • •• .. .... 
• •• •• • 

• 
• ••• • • •••• 
•• • • • • •• • 
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History: 

Nicole, 

RAmbuter, HalR 
<Hal.Ambuter@reckittbenckiser.com> 

10/29/2008 04:43 PM 

This message has been replied to. 

To Nicole Williams/DC/USEPA/US@EPA 

cc 

bee 

Subject RE: Your EPA Notifications 

Pertaining to the recent notifications submitted on EPA registration numbers: 

3282-88 
3282-65 
3282-66 
3282-81 
3282-74 
3282-87 
3282-86 
3282-85 

Notification of label changes per PR Notice 2007-4. These notifications are consistent with the guidance in PR Notice 
2007-4 and the requirements of EPA's regulations at 40 CFR §§ 156.10, 156.140, 156.144, 156.146, and 156.156. No 
other changes have been made to the labeling or the Confidential Statement of Formula for these products. I understand 
that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I further understand that if the 
amended labels are not consistent with the requirements of 40 CFR §§ 156.10, 156.140, 156.144, 156.146, and 156.156, 
these products may be in violation of Fl FAA and I may be subject to enforcement action and penalties under sections 12 
and 14 of Fl FRA. 

Sincerely, 
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dial cfEm/,u.tatr. 

Senior Regulatory Manager 
Reckitt Benckiser 
399 Interpace Parkway 
Parsippany, NJ U.S.A. 07054-0225 

· phone: 1-973-404-2716 
- fax : 1-973-404-5702 
· e-mail: hal.ambuter@reckittbenckiser.com 

-----Original Message-----
From: Williams.Nicole@epamail.epa.gov [mail to: Williams.Nicole@epamail.epa.gov] 
Sent: Wednesday, October 29, 2008 11 :37 AM 
To: Jenkins, Liane 
Cc: Ambuter, Hal 
Subject: Your EPA Notifications 

The Agency is in r ceipt of your notifications and need to following 
documents submitted for us to perform a review of your products: 

1. Please submit the certification statement for container and disposal 
language per PR Notice 2007-4. It is located on page 6 of the PR 
Notice. 

Please submit this via email. You have 3 business days to respond. 

Product# -
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September 3, 2008 

RECJ(lll 
BENCl(ISER 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attention: John Hebert, PM-7 

Ref.: d-CON® Ready Mixed Baitbits 
• EPA Reg . No.: 3282-81 
• OPP ID No.: 303686 
• Final Printed Labels 

Dear John, 

Reckitt Benckiser is submitting Final Printed labels for the above mentioned Registration. 
These labels do not replace our currently approved EPA stamped Master Label. However, 
they reflect the labels that will be out on market. 

The enclosed documents support this registration action: 

• EPA Application of Pesticide Registration, Form 8570-1 , OPP ID No. 303686 
• Two (2) Copies of Final Printed Label for the following: 

o Outer label for the 4 count bait tray (4/3.0 oz) 
o Inner label for the 3 oz bait tray - this is not sold individually 

If you have any questions, please contact me at (973) 404-2781 or via e-mail at 
liane.jenkins@reckittbenckiser.com . 

Sincerely, 

~9uJGtA4 
Liane Jenkins 

•••••• • • • 
Senior Registration Specialist 

• • 
•••••• • • 

• • 

• 

•• • •••• 
• 

•••• 
•••• 

• 

• 
•• •••• 

••••• • • ••••• 

RECKITT BENCKISER INC. 
Morris Corporate Center IV, 399 Interpace Parkway, P.O. Box 225, Parsippany, NJ 07054-0225 

Tel. (973)-404-2600 • Fax (973)-404-5700 

• •••• 
• 

• ••• • • •••• 
•• • • • • •• • 
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orm 1oorove . M No. 2 70- . Approval expires 2-28-95 ' Please.read Instructions on reverse before c. leting form. 
F 

e 
d 0 B A 0 0060 

§ Registration OPP Identifier Number 

sfiEPA 
Un~ed States 

Environmental Protection Agency Amendment 303686 Washington, DC 20460 Other 

Application for Pesticide -Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-81 John Hebert 

4. Company/Product (Name) PM# J /' J None D Restrk:ted 

d-CON® Ready Mixed Baitbits - -~ ~-
PM-7 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) (b)(Q, my product 

Reckitt Benckiser Inc. is similar or identical in composition and labeling to: 

399 Interpace Parkway 
Parsippany, NJ 07054-0225 EPA Reg. No. 

D Check if this is a new address 
Product Name 

Section II 

~ 
Final printed labels in response to § '"""'mont-"""""' 8"1~ Agency Letter dated 

Resubmission in response to Agency Letter dated "Me Too" Application. -
Notification - Explain belOIN. - Other - explain belOIN. 

Explanation: Use additional page(s) if necessary. (For section I and Section 11.) 

This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes 
have been made to the labeling or the confidential statement of formula of this product. I understand that it is a violation of 18 U.S.C. 
Sec. 1001 to willfully make any false statement to EPA. I further understand that if this notification is not consistent with the terms of 
PR Notice 98-10 and 40 CFR 152.46, this product may be in violation ofFIFRA and I may be subject to enforcernnet action and 
penalties under sections 12 and 14 of FIFRA. 
Submitted Final Print Label (2 conies) 

Section Ill 
1. Material This Product Will Be Packaqed In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 
2. T~Cootolo" 

~y.,• ~y" ~y., 
Metal 
Plastic 

No No No Glass 
Paper 

If "yes," No. per lf"Yes," No. per Other (Specify) 

* Certification must be 
Unit Package wgt. container Package wgt. container 

submitted. 3.0 oz 4 I 
3. Location of Net Contents Information 4 . Size(s) of Retail Container I 5~tion of Label Directions 

D Label W Container 1.5 oz & 3 oz. On Label 
I On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product Fl Lithograph LJOther( ) 
Paper glued 
Stenciled 

Section IV 
. .. 
• • • 

1. Contact Point (Complete items directlv below for identification of individual to be contacted, if necessarv, to process this app/icaiton.) 
Name Title , t~'fl~ne No. (lndud'e Area Code) 

' • •••• 
Liane Jenkins • • Senior Registration Specialist 4 ••••• (973)~e .. -U81 • • .. • ••• 

Certification ••••• 6. Oat~ e-C161ication 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. • • Received ••••• • I acknowledge that any knowingly false for misleading statement may be punishable by fine or imprisonment or 

• isetfrv>ed) both under applicable law. 
• ••• 

2. Signature 3. Title •• • 

~~«-9~ 
• • • 

Senior Registration Specialist •• • 

4. Typed Name 5. Date 

Liane Jenkins September 3, 2008 

EPA Fnnn 8570-1 lrAv. R-94\ PrAvinu~ Aditinn~ am nh~nlAtA_ 
.. 

\NhitP. - FPA FilP. r.nnv lnnnin::il\ YP.llnw - Annlir.:mt r.nnv 50



KILLS 

IUlT5AllD MICE MAJ' COllSUME 
A U1NAl DOSE llf OlfE HEDllfO 
wnH flllST DEAD lfODEKl3 
APf'EAIUlllJ 4 Oii S Mt'S 
N7E11IEEDlllG8EGl/fS. -----KEEP OUT OF REACH OF CHILDREN 

CAUTION
' t.tl'/tftmUQ'WfSIVabl!li 
I Pm! iDlirB ira:aflmy stllPJrat IJI l9i ia'd 

NET CONTENTS: 
4/3.0 OZ. (85 g) 
12 OZ. (34~ g) 

KILLS 
MICE&RATS 

llATI UT-I Y UTU 

MICE&RATS 
MATA UTONES Y UTAS 

ACTIVE INGREDIENT: 
Brtdfacrun 3-(3-(4'·brofro.{1,1 '~·)1) 

·1,2,3,4·1f~D-1·~ 
·4·h)Ooxy·2ff.1·~2-a-e ____ Q.005'Yt 

INERT ~GREDIENTS __________ !lJ.995'/t 

TOTAL: --------·-------100.000% 

0127689 

INSERT 
90% 

UPC 
19200 00202 

NOT REVIEWED 
Accordance with PR Notice 82_2 
sed on Draft Labeling Dated 

1ee,. t 3- /f'l 7 

KILLS 
WARFARIN· RESISTANT 

HOUSE MICE ANO 
WARFARIN-RESISTANT 

NORWAY RATS 

NOTICE TO BUYER AND USER: 

Stttef wanants that this product cot1fonns to 
the chemicaJ description on the label and is 
reasonabty tit for the purposes stated on the 
l.tbtl when used In accordance with direction• 
under normaJ conditions of UH. This warranty 
does not Hlend to tht uu ol this product 
contrary to labtl instructions, or under 
abnormal use condttions., or under conditions 
not reasonabty foreseeable to Seller, and Buyer 
and U1er HSLWnfl the risk of any such UH. 

SELLER OISClAIMS All OTHER WARRANTIES 
EXPRESSED OR IMPLIED INCLUDING mY 
WARRANTY OF FITNESS OR MERCHANT· 
ABlUTY. SELLER SHALL NOT BE LIABl£ FOR 
CONSEQUENTIAL. SPECIAL OR INDIRECT 
DAMAGES RESULTING FROM THE USE OR 
HAHOUNG OF THIS PRODUCT mo SELLEJrS 
SOLE LIABILITY mo BUYER'S mo USER'S 
EXCLUSIVE REMEDY SHALL BE LIMITED TO 
THE REFUND Of THE PURCHASE PRICE-

MADE IN THE USA 

• •• 
www.d-conproducts.com • • ! •• • 

EPA Reg. r10.: ~ -81 ·'~···! 
EPA Est. No.: 475- S-1 

•••••• • • 

• 
•••• • • •••• 
•••• • •••• 
• 

•••• • • •••• 
•• • • • • •• • 
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1----- -- -- ---- ---------- -- -- -------------- -- -- -- -- -t-

I M Pn RTANT~ I Para ins1rucciones de USO y primeros auxilios U t I en espaiiol por favor Ila me al 1·866·648· 1819. 

Ml;l'l'iit•W§U•!;lll'j:t 
It is a violation of Federal law to use this 
product in a manner inconsistent with its 
labeling. 

l;l ::f.! •I i :U• i • · l:l!l ID 
Read this entire label and follow all use 
directions and use precautions. 

llM 4•1;1 mid 
Do not expose children, pets, or other 
nontarget animals to rodenticides. 

To help prevent accidents: 
1. Store product not in use in a location out 
of reach of children and pets. 
2. Apply bait in locations out of reach of 
children, pets, domestic animals and 
non-target wildlife, or in tamper-resistant bait 
stations. These stations must be resistant to 
destruction by children under six years of age 
and must be used in a manner that prevents 
such children from reaching into bai1 
compartments and obtaining bait. If bait can 
be shaken from stations when they are lifted, 
units must be secured or otherwise 
immobilized. Even stronger bait stations are 
needed in areas open to hoofed livestock, 
raccoons, bears, other potentially destructive 
animals, or in areas prone to vandalism. 
3. Dispose of product container, and unused, 
spoiled, and unconsumed bait as specified 
on this label. 

llt-i:t;lfii;lt!iit•m•11 
This product may be used to control House 
Mice, Norway Rats, and Roof Rats in and 
around homes, industrial, commercial, 
agricultural and public buildings. d-CON® 
Ready Mixed Bai1bi1s may also be used in 
transport vehicles (ships, trains, aircraft) and in 
and around related port or terminal buildings. 
Do not use in sewers. Do not place bait in areas 
where there is a possibility of contaminating 
food or surfaces that come in direct contact 
with food. Do not broadcast bait. 

l'i3~3iiitol~t·!il1;l:f.i1&1Mil·l;lif.\•il 
Determine areas where rats or mice will most 
likely find and consume the bait. Generally, 
these are along walls, by gnawed openings, 
in or beside burrows, in comers and 

concealed places, between floors and walls, 
or in locations where rodents or signs of 
rodents have been seen. Remove as much 
alternative food as possible. Use tamper
resistant bait stations wherever necessary 
(see "IMPORTANT:"). 

r·!:J:Jl!t•H•t•llMl;l::(ijit•llMI 
The amount of bait contained in the trays in 
this box is unlikely to be sufficient to kill more 
than 3 to 12 rats. More than one box may be 
needed to control larger infestations. 

il•l3•l~if;[•!!N•l;\W.\'l·Hl•l;!•!•l4Mi'i! 
Place 1-4 bait trays per placement. Space 
placements at intervals of 15-30 feet in 
infested areas. If trays are not fed from for 5 
consecutive days, relocate them to other 
places where rodent activity exists and where 
placements consistent with the requirements 
of this label can be made. Maintain an 
uninterrupted supply of fresh bait for at least 
10 days. 

ii•lt?•U ii ;M ! : [olifOi :tM!3 :n 
Open tray and apply 1 /4 - 1 /2 oz. (1-2 level 
tablespoons) of bai1 at 8 to 12 foot intervals in 
infested areas. Larger placements (up to 2 
ounces) may be needed at points of extremely 
high mouse activity. Maintain a supply of fresh 
bait for at least 15 days. 

Check bait locations every 2 days for signs of 
feeding. Replenish bait if more than 1 /2 of the 
original amount has been removed by 
rodents . Replace contaminated or spoiled 
bait immediately if rodent activity is still 
evident. Collect and dispose of all dead 
animals and leftover bait properly. 

To prevent reinfestation, limit sources of 
rodent food, water and harborage as much as 
possible. II reinfestalion does occur, repeat 
treatment. Where a continuous source of 
infestation is present, establish permanent 
bait stations and replenish as needed. 

May be harmful or fatal if swallowed. 
Keep away from humans, domestic animals, 
and pets. Wash hands after handling bait. 

FIRST AID 

IF BAIT IS EATEN BY • CALL A PHYSICIAN AT ONCE. For 24 hour emergency assis1ance, 
HUMANS call your local Poison Control Center. 

IF DAIT JS EATEN BY 
ANIMALS OR PETS 

• Call your local veterinarian. 

NOTE TO PHYSICl.t.N AND VETERINARIAN 

This product may reduce theclottlng ability of the btood and cause hemorrhaging. Theanticoagulail aclionol this product 
may produce prolonged prothrombln times for 20 to 30 days after exposure. If poisoning occurs , intramuscular and oral 
adrrinistraticn of Vttarrin K 1 are indcated. as in poisoning from overdose of dicunarol (bishyctoxy COln"a'in). 
FOR HUMAN CASES: Vitamin K 1is antidotal at doses of 10 to 20 mg(~ mg/kg). Repeated treatments may need to be 
given for up lo 30 days {ba11d on moniloring of prothrombin limes). In severe cases, blood transfusions may be necessary. 
FOR ANIMAL CASES: Vllamln K1 Is antldotal at 5 mg/kg intramuscularly. Oral Vilamln K1 should be given for up l o 30 days 
at 5 mg/kg (based on monitoring of prothrombin times). Jn severe cues blood transfusions may be necessary. 

13Ml;MW"1¥1UM!:r.t-'f.1;1•1'11 
This product is toxic to fish, birds and wildlife. This product can pose a secondary hazard to 
birds of prey and mammals. Do not apply directly to water. 

' I 
t=f,..._~..,hiliiStore only in original container, in a dry place inaccessible to children and pets. 
• • • • Do not reuse empty container. Securely wrap container and any unused bai1 in 
newspaper and discard in trash. 

t-- -------- -- ------ ------ -- -- -------------- -- -- -- --

Rats and mice may 
consume a lethal dose 

In one feeding with 
first dead rodents 

appearing 4 or 5 days 
after feeding begins. 

SATISFACTION GUARANTEEO 
OR YOUR MONEY BACK 

Questions? Comments? 
Call 1-800-228-4722 

Distributed by: 
Reckitt s~e~~p ~c. 

Parsippany, ~J 07Tl5490224 
©RBI 2007 

•••••• • • 

"liJ Bail 1"rays 

• I • • •• • • I•••• 
• 

.!· •••• 
1• ••• 

• ••• • ••• 
• 

• •• • • ••• • 
•• • • • • •• • 
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• • • • • • • • • • • • • • • • • • • 

KEEP OlJT OF REACH OF CHILDREN 
CAlJTION: SEE OUTER PACKAGE FOR DIRECTIONS AND 
ADDITONAL INFORMATION. 

ARST AID 
F BAIT IS EATEH BY ~MANS 
• CALL A PHYSCIAN AT ONCE. For 24 hou< """'gency assosl111Ce. call your locm 

P<>SOO CQr,b'QI Ctnlar. 
F BAIT IS EATEH BY AHIMALS OR PETS 
•Call your local veterinarian. 

NOTE TO PHYSICIAN AND VETERINARIAN 
This product 11\af l!duce the ciolt"l! abHify of !he blood and caise hemonhaging. Th< 
anlic':i.,.tdant action cf this ~I IN'! p!Oduc• pmlalged ~limes lor 20 lo 30 
days exposutt. w poooring ooo.ws, 111mus<ulir w era idrriris1ralioo o1 Wairil ~ 
in ildlcad, an poisoni"J ftom Mnlostol dlelrr.erol (bishyc!rox~ FOR HU 
CASES: Viamin K1 ~ a1lidOlal et doses of 10 to 20 mg {not~ led trealments ~Z/ 
nee<ltobtf.:buptolldays(bmdon~ • llmelj.lnsmieizes. 
blood trans U$OOS ~be~. FOR AHIMAL : 'l'ilallWIKt is anndotal al5 ~ 
mlr.mlsculattj. Onl itrnin K1 SOOtJld be ;;.... lor up lo 30 days al 5 1!19~9 (bas on 
monftomg cl pioitlrombin times). In '""" cases blood lransflnions IN'! be necessary. 

QuesUons? Comments? Call 1-800-228-1722 
Distribotod b~Recl<itt Bcntkiscr Inc., 

EPA REG.No. 3282-81 ~':~5.A~~:i&~4 0146617 EPA EST. No. 475-MS-1 

• • • ••• • • • • ••• •• • • • • • • • • • • • • • •• • •• 

• • • • • • • • ••• • • • • • • • • • • • • • • • • • • • • 

I

MISNIDMICEMAYCIJttSllMl 
A UTHM DOSE IM Dlrf llEDIN6 
wrT1I RllST DWI /IOOOfTS 
APP£NllJIG. Oils llilll 
AFfEJI FlBJf/16 BES/NS. -KEEP OUT OF REACH OF CHllDREN 

CAUTION: 11?ttttam!1Jata31m!11 
lfalill.ltnl!lleWm 
stied Ill !rd: oaB. • 

KILLS 
WARFARIN·RESISTANT 

HOUSE MICE ANO 
WAR FARIN-RESISTANT 

NORWAY RATS 
ACTIVE INGREDIENT: 

Bnxlifacf1Jm3-{3i4'·1rooio-{l,1 '·Wm,1l-4·~ 
• 1.2.3. 4-fe11o/lydro-1-1131if'alelrtlJ 
-4-hytmy-2H- l~fl!-1-<l'L-0.005'!. 

INERT INGREDENTS !!!!.995'!. 
TOTAi.: 100.000% 
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' • 

SUPPORTING DOCUMENTATION 

FOR 

Case Name: _ _bcool_ t=1A_Co_tJ.m __ ~- __ 

Reg. "Jo. -· __ __ Q ~-i.a.~ l?J ___ ___ _ 
This supporting docurnentaf ion (in chronologica l o rde r) 
includes : 

· · Old labels {1denttf1e d as "Supercedea ov /ol:>e / doted ,.;,~·.•xx/>...,,.) 

: > Unacceptable CSFs (marked "Not . .:i.ccepf,"Jble " und cfotecj} 

u Product cheinistry reviews 
o Acute Toxicity reviews 
c Efficacy reviews (if necessary) 
::> 90-day responses to PDC I (FiJrm A ond Form BJ 

,:_,, Administrative forms (App lic ation for RerP.g1s tro t1on. Cer1i f1cot1on 
to Do to C itat ion. Doto Ma trix) 

(~ Correspondence 
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• • 
Material to be added to a Mini-,Jacket 

(in the, case where an e-Jacket exists) 

Reg. No. _ 3JiJ- ~/ 

Send to SIG: check box D 
Th is rnaterial is: 

€ New stamped-accepted label 
€ New CSF 
~- Notification 
€ Final Printed Label 
1:: Other: -------------- - ·-·----· 

Instructions: Attach this notice on top of the 
rnaterial. It must be clipped all together and 
there should be NO STAPLES in the material. 
·rhen give the 111aterial with this coversheet to 
staff in the Information Services Center (Roorn 

. 2~i0). 

Revievver's Name: 

Phone: Division: 

:2ilil;y 
?s!UZD 

Date: !J-/3/()t 
Curi eni as of rvionday. July 10. 2006 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

12 OZ AND 3 LB. OUTER BOX 

d-CON® 

~ 10/10/oh 
Revised: October 3, 2006 
Page 1 of 8 

(GOOD HOUSEKEEPING SEAL) 
(Graphic - Rodent) 

READY MIXED BAITBITS 

KILLS MICE AND RATS 

Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 
5 days after feeding begins. 

KEEP OUT OF REACH OF CHILDREN. 
CAUTION: May be harmful or fatal if swallowed . 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brodifacoum 3-[3-(4'-bromo-{1 , 1 '-biphenyl}-4-yl)-
1,2,3,4-tetrahydro-1-naphthalenyl]-4-hydroxy-2H-1-benzopyran-2-one .. . ....... 0.005% 
INERT INGREDIENTS: .............. . . . ............................ 99.995% 

NET WEIGHT 12 OZ. (340g) 
NET CONTENTS 4/3.0 OZ. (85g) 

NET WEIGHT 3 LBS. (1360g) 
NET CONTENTS 16/3.0 oz (85g) 

4 READY TO USE BAIT FILLED TRAYS 
16 READY TO USE BAIT FILLED TRAYS 

MADE IN THE USA 

d-CON: Solving America's Rodent problems for over 50 years 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 

TOTAL 100.000% 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

12 OZ BOX AND 3 LB. OUTER BOX 

KILLS RATS AND MICE 

Revised: October 3, 2006 
Page 2 of 8 

Kills Warfarin-Resistarit House Mice and Warfarin-Resistant Norway Rats 

(Graphics - Directions for Use) 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

READ THIS LABEL: Read this entire label and follow all use directions and use precautions. 
For information on this pesticide product (including health concerns, medical emergencies, or 
pesticide incidents), call the National Pesticide Telecommunications Network at 1-800-858-
7378. Do not apply this product by any method not specified on this label. 

IMPnRTANT· n" n"t ovnn<>o ,.h;1.r1 ...... ~ ~~.a.~ -~ _ ....... __ -..-- ... .::.-.-;.=.~ ~.-.:····-~-- : ..... :'-' .. ::,.·1....:-- 7 - ;__:_ 
- M ~ • - ... ...... . - - • ·-· _, ... ;- --- . _ ..... .... ~: ........ ~ : I r .. _..:,'l,.,. I ,_.: ·-·!.: :c:: : . .....:ii .. _. ~-" \.Al Ill I lt.Al..:J '-V I uu,._,t I llV UC;) . I u I ICIJ.J 

prevent accidents: 

1. Store product not in use in a location out of reach of children and pets. 

2. Apply bait in locations out of reach of children, pets, domestic animals and non-target wildlife, 
or in tamper-resistant bait stations. These stations must be resistant to destruction by children 
under six years of age and must be used in a manner that prevents such children from reaching 
into bait compartments and obtaining bait. If bait can be shaken from stations when they are 
lifted, units must be secured or otherwise immobilized. Even stronger bait stations are needed in 
areas open to hoofed livestock, raccoons, bears, other potentially destructive animals, or in 
areas prone to vandalism. 

3. Dispose of product container, and unused, spoiled , and unconsumed bait as specified on this 
label. 

USE RESTRICTIONS: This product may be used to control House Mice, Norway Rats, and 
Roof Rats indoors and against the outside walls of homes, industrial, commercial, agricultural 
and public buildings. d-CON Ready Mixed Baitbits may also be used in transport vehicles 
(ships, trains, aircraft) and in and against the outside walls of related port or terminal buildings. 
All outdoor placements must be made in tamper-resistant bait stations. Do not use this product 
in sewers. Do not contaminate human or pet food areas. Do not place near or inside ventilation 
duct openings. Do not broadcast bait. 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 
12 OZ BOX AND 3 LB. OUTER BOX 

Revised: October 3, 2006 
Page 3 of 8 

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will most likely 
find and consume the bait. Generally, these are along walls, by gnawed openings, in or beside 
burrows, in corners and concealed places, between floors and walls, · or in locations where 
rodents or signs of rodents have been seen. Remove as much alternative food as possible. Use 
tamper-resistant bait stations wherever necessary (see "IMPORTANT:"). 

APPLICATION DIRECTIONS: 
The amount of bait contained in the trays in this box is unlikely to be sufficient to kill more than 3 
to 12 rats. More than one box may be needed to control larger infestations. 

To Control Norway and Roof Rats: Place 1 - 4 bait trays per placement. Space placements at 
intervals of 15 - 30 feet in infested areas. If trays are not fed for 5 consecutive days, 
relocate them to other places where rat activity exists and where placements consistent 
with the requirements of this label can be made. Maintain an uninterrupted supply of 

To Control House Mice: Open tray and apply 1/4 - 1/2 oz. (1 - 2 level tablespoons) of bait at 8 
to 12 foot intervals in infested areas. Larger placements (up to 2 ounces) may be needed 
at points of extremely high mouse activity. Maintain a supply of fresh bait for at least 15 
days. 

Check bait locations every 2 days for signs of feeding. Replenish bait if more than 1/2 of the 
original amount has been removed by rodents. Replace contaminated or spoiled bait 
immediately if rodent activity is still evident. If trays are not fed from for 5 consecutive days, 
relocate them to other places where rodent activity exists and where placements consistent with 
the requirements of this label can be made. Collect and dispose of all dead animals and leftover 
bait properly. 
Follow-Up (Rats and Mice): To prevent reinfestation, limit sources of rodent food , water and 
harborage as much as possible. If reinfestation does occur, repeat treatment. Where a 
continuous source of infestation is present, establish permanent bait stations and replenish as 
needed. 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

Revised: October 3, 2006 
Page 4 of 8 

12 OZ BOX AND 3 LB. OUTER BOX 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. This material may reduce the clotting ability of 
the blood and cause bleeding. Users should wash hands before eating, drinking, chewing gum, 
using tobacco, or using the toilet. Users should remove clothing immediately if pesticide gets 
inside. Then wash thoroughly and put on clean clothing. 

If swallowed 
by human 

If swallowed 
J by pet or animai 

FIRST AID 
Have label with ou when obtainin treatment advice. 

•Call a Poison Control Center, doctor, or 1-800-228-4722 immediately 
for treatment advice. 

• Do not induce vomiting unless told to do so by the poison control center 
or doctor. 

NOTE TO PHYSICIAN AND VETERINARIAN 
This product may reduce the clotting ability of the blood and cause hemorrhaging. The 
anticoagulant action of this product may produce prolonged prothrombin times for 20 to 30 days 
after exposure. If poisoning occurs, intramuscular and oral administration of Vitamin K1 are 

indicated, as in poisoning from overdose of dicumarol (bishydroxy coumarin). FOR HUMAN 
CASES: Vitamin K1 is antidotal at doses of 10 to 20 mg (not mg/kg). Repeated treatments may 

need to be given for up to 30 days (based on monitoring of prothrombin times). In severe cases, 
blood transfusions may be necessary. FOR ANIMAL CASES: Vitamin K1 is antidotal at 5 mg/kg 

intramuscularly. Oral Vitamin K1 should be given for up to 30 days at 5 mg/kg (based on 

monitorin of rothrombin times . In severe cases blood transfusions ma be necessa . 

ENVIRONMENTAL HAZARDS: This product is toxic to fish , birds and wildlife. This product can 
pose a secondary hazard to birds of prey and mammals. Do not apply directly to water, or to 
areas where surface water is present or to inter-tidal areas below the mean high-water mark. 
Dogs and other predatory and scavenging mammals might be poisoned if they feed upon 
animals that have eaten this bait. 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

12 OZ BOX AND 3 LB. OUTER BOX 

STORAGE AND DISPOSAL 

Revised: October 3, 2006 
Page 5 of 8 

STORAGE: Store only in original container, in a dry place inaccessible to children and pets. 
DISPOSAL: If empty: Do not reuse empty container. Place in trash or offer for recycling if 
available. 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused 
product down any indoor or outdoor drain. 

NOTICE TO BUYER AND USER: Buyer and User assume all responsibility for safety and risk 
associated with any use not in accordance with directions. TO THE EXTENT CONSISTENT 
WITH APPLICABLE LAW, SELLER SHALL NOT BE LIABLE FOR CONSEQUENTIAL, 
SPECIAL OR INDIRECT DAMAGES RESULTING FROM THE USE OR HANDLING OF THIS 
PRODUCT AND SELLER'S SOLE LIABILITY AND BUYER'S AND USER'S EXCLUSIVE 
REMEDY SHALL BE LIMITED TO THE REFUND OF THE PURCHASE PRICE. 

Distributed by: Reckitt Benckiser, Inc. Parsippany, NJ 07054 
Questions? Comments? Call 1-800-228-4 722 

EPA Reg. No. 3282-81 
EPA Est. No. 475-MS-1 

MADE IN THE USA 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 

d-CON BAITS: KILLING RATS AND MICE IN AMERICA FOR 50 YEARS 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

3 OZ. BAIT TRAY 

Revised: October 3, 2006 
Page 6 of 8 

(GOOD HOUSEKEEPING SEAL) 

Ready To Use Bait Tray 

d-CON® 
READY MIXED BAITBITS 

KILLS RATS AND MICE 

Rats and House Mice may consume a lethal dose in one feeding with first dead rodents 
appearing 4 or 5 days after feeding begins. 

CAUTION: May be harmful or fatal if swallowed . 
Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brod ifacoum 3-[3-( 4'-bromo-{1 , 1 '-biphenyl}-4-yl)-
1,2,3,4-tetrahydro-1-naphthalenyl]-4-hydroxy-2H-1-benzopyran-2-one .. ..... ... 0.005% 
INERT INGREDIENTS: ..... . . . ......................... .... ........ 99.995% 

TOTAL 100.000% 

NET WEIGHT 3 OZ. BAIT TRAY (85g) 

d-CON: Solving America 's Rodent problems for over 50 years 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

Revised: October 3, 2006 
Page 7 of 8 

3 OZ. BAIT TRAY 

Kills Warfarin-Resistant Norway Rats and Warfarin-Resistant House Mice. 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
Read the entire label on the outer package before using this product. It is illegal to sell these bait 
trays individually. 
PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. This material may reduce the clotting ability of 
the blood and cause bleeding. Users should wash hands before eating, drinking, chewing gum, 
using tobacco, or using the toilet. Users should remove clothing immediately if pesticide gets 
inside. Then wash thoroughly and put on clean clothing. Place bait in areas not accessible to 
children, pets, domestic animals or wildlife or in tamper-resistant bait boxes. 

FIRST AID 
LI--·-,_.__ •... :.&.a.. .... -. ........ L-- -L.&.-=--~ -- -- L - - • 

: =~'="~ !~: .. n ... : ~-==;.~: y-..:...: ~~::;:: v:..r~:::;;iy ;.;;;;w1.iiii;;;i'ii. QUYi~a. 

If swallowed • Call a Poison Control Center, doctor, or 1-800-228-4 722 immediately 
by human for treatment advice. 

• Do not induce vomiting unless told to do so by the poison control center 
or doctor. 

If swallowed • Call a veterinarian immediately for treatment advice . 
by pet or animal 

NOTE TO PHYSICIAN AND VETERINARIAN 
This product may reduce the clotting ability of the blood and cause hemorrhaging. The 
anticoagulant action of this product may produce prolonged prothrombin times for 20 to 30 days 
after exposure. If poisoning occurs, intramuscular and oral administration of Vitamin K1 are 

indicated, as in poisoning from overdose of dicumarol (bishydroxy coumarin) . FOR HUMAN 
CASES: Vitamin K1 is antidotal at doses of 10 to 20 mg (not mg/kg). Repeated treatments may 

need to be given for up to 30 days (based on monitoring of prothrombin times). In severe cases, 
blood transfusions may be necessary. FOR ANIMAL CASES: Vitamin K1 is antidotal at 5 mg/kg 

intramuscularly. Oral Vitamin K1 should be given for up to 30 days at 5 mg/kg (based on 

monitoring of prothrombin times). In severe cases blood transfusions may be necessary. 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

3 OZ. BAIT TRAY 

Revised: October 3, 2006 
Page 8 of 8 

ENVIRONMENTAL HAZARDS: This product is toxic to fish, birds and wildlife. This product can . 
pose a secondary hazard to birds of prey and mammals. Do not apply directly to water, or to 
areas where surface water is present or to inter-tidal areas below the mean high-water mark. 
Dogs and other predatory and scavenging mammals might be poisoned if they feed upon 
animals that have eaten this bait. 

STORAGE AND DISPOSAL 
STORAGE: Store only in original container, in a dry place inaccessible to children and pets. 
DISPOSAL: If empty: Do not reuse empty container. Place in trash or offer for recycling if 
available. 
If partly filled: Call your local solid waste agency for disposal instructions. Never place unused 
product down any indoor or outdoor drain. 

Distributed by: Reckitt Benckiser, Inc. Parsippany, NJ 07054 
A,,, __ . : ___ '\ ~- ·-- ·-- - --.&.~ r\. ........ II_. --- --- ,. __ _ 

~:....- .=: ;.:voo ;:;: "-"Vi : iiii~i H.~ !' Vdii i - OVV- LLU-.:;.iL.L. 

EPA Reg. No. 3282-81 
EPA Est. No. 475-MS-1 

MADE IN THE USA 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 

d-CON BAITS: KILLING RATS AND MICE IN AMERICA FOR 50 YEARS 
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d-CON® Ready Mixed Baitbits 
EPA REG . NO: 3282 - 81 

revised:ll/25/02 
page: 1 

12 OZ AND 3 LB. OUTER BOX 

(GOOD HOUSEKEEPING SEAL) 
(Graphic - Rodent) 

d - CON® 
READY MIXED BAITBITS 

KILLS MICE AND RATS 

Rats and mice may consume a lethal dose in one feeding with first dead 
rodents appearing 4 or 5 days after fee d ing begins . 

KEEP OUT OF REACH OF CHILDREN . 
CAUTION: May be harmful or fatal if swallowed . 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brodifacoum 3- [3-(4' - bromo-{1,1'-biphenyl}-4-yl)-
1 , 2 , 3 , 4-tetrahydro-1-naphthalenyl] - 4-hydroxy- 2H-1 -
benzopyran-2-one .... . ......... . ..... . .. . . .. . . ... .... 0 . 005% 
INERT INGREDIENTS: ... . .. . ... ... . . ......... . .... . . . 99. 995% 

NET WEIGHT 
NET CONTENTS 

NET WEIGHT 
NET CONTENTS 

12 oz . ( 340g ) 
4 / 3 .0 oz . (85g) 

3 LBS . (1360g) 
16/3 . 0 oz (85g) 

4 READY TO USE BAIT FILLED TRAYS 

16 READY TO USE BAIT FILLED TRAYS 

MADE IN THE USA 

TOTAL 100.000% 

d-CON : Solving America ' s Rodent problems for over 50 years 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 

• • •••••• • 
•• • • • • • •• 

• 

•••• • • • 

• ••••• • • • • • 
•••••• • • •• 

•• • ••••• 
• 

•••• • • •••• 
•• • • • • • •• 

• • ••••• 
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• d-CON® Ready Mixed Baitbits 
EPA REG. NO : 3282-81 

revised:ll/25/02 
page: 2 

12 OZ BOX AND 3 LB . OUTER BOX 

KILLS RATS AND MICE 
Kills Warf arin-Resistant House Mice and Warf arin-Resistant Norway Rats 

(Graphics - Directions for Use) 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner 
inconsistent with its labeling. 

READ THIS LABEL: Read this entire label and follow all use directions 
and use precautions. For information on this pesticide product 
(including health concerns, medical emergencies, or pesticide 
incidents) , call the National Pesticide Telecommunications Network at 
1-800-858-7378. Do not apply this product by any method not specified 
on this label. 

IMPORTANT: Do not expose children , pets, or other non target animals 
to rodenticides. To help prevent accidents: 

1. Store product not in use in a location out of reach of children and 
pets. 

2 . Apply bait in locations out of reach of children, pets , domestic 
animals and non-target wildlife, or in tamper-resistant bait stations. 
These stations must be resistant to destruction by children under six 
years of age and must be used in a manner that prevents such children 
from reaching into bait compartments and obtaining bait. If bait can 
be shaken from stations when they are lifted, units must be secured or 
otherwise immobilized. Even stronger bait stations are needed in areas 
open to hoofed livestock, raccoons, bears, other potentially 
destructive animals, or in areas prone to vandalism. 

• • •••••• • 3 . Dispose of product container, and unused, spoiled, and un~~n~umed 
bait as specified on this label . : • •• • 

• •••••• • •• • • USE RESTRICTIONS: This product may be used to control House Mice, 
Norway Rats , and Roof Rats indoors and against the outside wa~i~ of 
homes, industrial , commercial, agricultural and public build1a~s ; d~•••• .. . 

•••••• • • •• 

CON Ready Mixed Baitbits may also be used in transport vehicles• ••••• 
(s hips, trains, aircraft) and against the outside walls of r~!ated ••• 
port or terminal buildings . Do not use in sewers. For use i~ .nQ,D. -

food/non-feed areas. Do not contaminate human or pet food a.Jea&: Do 
not place near or inside ventilation duct openings . Do not broadcast 
bait. 
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d-CON® Ready Mixed Baitbits 
EPA REG . NO: 3282-81 

12 OZ BOX AND 3 LB . OUTER BOX 

•• 
revised:ll/25/02 
page: 3 

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will 
most likely find and consume the bait. Generally, these are along 
walls, by gnawed openings, in or beside burrows, in corners and 
concealed places , between floors and walls , or in locations where 
rodents or signs of rodents have been seen . Remove as much alternative 
food as possible . Use tamper-resistant bait stations wherever 
necessary (see "IMPORTANT :"). 

APPLICATION DIRECTIONS : 
The amount of bait contained in the trays in this box is unlikely to 
be sufficient to kill more than 3 to 12 rats. More than one box may be 
needed to control larger infestations. 

To Control Norway and Roof Rats: Place 1 - 4 bait trays per placement. 
Space placements at intervals of 15 - 30 feet in infested areas. 
If trays are not fed for 5 consecutive days , relocate them to 
other places where rodent activity exists and where placements 
consistent with the requirements of this label can be made. 
Maintain an uninterrupted supply of fresh bait for at least 10 
days . 

To Control House Mice : Open tray and apply 1I4 - 1 /2 oz . ( 1 - 2 level 
tablespoons) of bait at 8 to 12 foot intervals in infested areas . 
Larger placements (up to 2 ounces) may be needed at points of 
extremely high mouse activity. Maintain a supply of fresh bait 
for at least 15 days. 

Check bait locations every 2 days for signs of feeding. Replenish bait 
if more than 1 / 2 of the original amount has been removed by rodents . 
Replace contaminated or spoiled bait immediately if rodent activity is 
still evident. If trays are not fed from for 5 consecutive days, 
relocate them to other places where rodent activity exists and where 
placements consistent with the requirements of this label can be made. 
Collect and dispose of all dead animals and leftover bait properly. 
To prevent reinfestation , limit sources of rodent food, water and 
harbor age as much as possible. If reinfestation does occur, repeat 
treatment. Where a continuous source of infestation is present, 
establish permanent bait stations and replenish as needed. 

66



d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

12 OZ BOX AND 3 LB. OUTER BOX 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

revised:ll/25/02 
page: 4 

CAUTION: May be harmful or fatal if swallowed. This material may 
reduce the clotting ability of the blood and cause bleeding. Users 
should wash hands before eating, drinking, chewing gum, using tobacco , 
or using the toilet. Users should remove clothing immediately if 
pesticide gets inside. Then wash thoroughly and put on clean 
clothing. 

FIRST AID 
Have label with you when obtaining treatment advice. 

If swallowed • Call a Poison Control Center, doctor, or 1-800-228-
by human 4722 immediately for treatment advice. 

• Do not induce vomiting unless told to do so by the 
poison control center or doctor. 

If swallowed • Call a veterinarian immediately for treatment 
by pet or animal advice. 

NOTE TO PHYSICIAN AND VETERINARIAN 
This product may reduce the clotting ability of the blood and cause 
hemorrhaging. The anticoagulant action of this product may produce 
prolonged prothrombin times for 20 to 30 days after exposure. If 
poisoning occurs, intramuscular and oral administration of Vitamin K1 
are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin) . FOR HUMAN CASES: Vitamin K1 is antidotal at doses of 10 to 20 
mg (not mg/kg). Repeated treatments may need to be given for up to 30 
days (based on monitoring of prothrornbin times) . In severe cases, blood 
transfusions may be necessary. FOR ANIMAL CASES: Contains Brodifacoum, 
an anticoagulant with a half-life in the dog of 1 - 4 days. For dogs 
that have ingested or that are suspected of having ingested Brodif acoum, 
and/or have obvious poisoning symptoms, such as bleeding or have lowered 
prothrornbin times, give Vitamin K1 as follows: Vitamin K1 is antidotal 

at 5 mg/kg intramuscularly. Oral Vitamin K1 should be given for up to 

days at 5 mg/kg (based on monitoring of prothrornbin times). In severe 
cases blood transfusions may be necessary. 

ENVIRONMENTAL HAZARDS: This product is toxic to fish, birds and 
wildlife. This product can pose a secondary hazard to birds of prey 
and mammals. Do not apply directly to water, or to areas where surface 
water is present or to inter-tidal areas below the mean high-water 
mark. Dogs and other predatory and scavenging mammals might be 
poisoned if they feed upon animals that have eaten this bait. 

30 

67



d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

12 OZ BOX AND 3 LB. OUTER BOX 

revised:ll/25/02 
page: 5 

STORAGE AND DISPOSAL 
STORAGE: Store only in original container, in a dry place inaccessible 
to children and pets. 
DISPOSAL: If empty: Do not reuse empty container. Place in trash or 
offer for recycling if available. 
If partly filled: Call your local solid waste agency for disposal 
instructions. Never place unused product down any indoor or outdoor 
drain. 

NOTICE TO BUYER AND USER: Buyer and User assume all responsibility for 
safety and risk associated with any use not in accordance with 
directions. SELLER SHALL NOT BE LIABLE FOR CONSEQUENTIAL, SPECIAL OR 
INDIRECT DAMAGES RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT 
AND SELLER'S SOLE LIABILITY AND BUYER'S AND USER'S EXCLUSIVE REMEDY 
SHALL BE LIMITED TO THE REFUND OF THE PURCHASE PRICE. 

Distributed by: Reckitt Benckiser Inc. Wayne, NJ 07470 

Questions? Comments? Call 1-800-228-4722 

EPA Reg. No. 3282-81 EPA Est. No. 475-MS-1 

MADE IN THE USA 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 

d-CON BAITS: KILLING RATS AND MICE IN AMERICA FOR 50 YEARS 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

3 OZ. BAIT TRAY 

revised:ll/25/02 
page: 6 

(GOOD HOUSEKEEPING SEAL) 

Ready To Use Bait Tray 

d-CON® 
READY MIXED BAITBITS 

KILLS RATS AND MICE 

Rats and House Mice may consume a lethal dose in one feeding with 
first dead rodents appearing 4 or 5 days after feeding begins. 

Keep out of reach of childr.en. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brodifacoum 3-[3-(4'-bromo-{1,1'-biphenyl}-4-yl)-
1,2,3,4-tetrahydro-1-naphthalenyl]-4-hydroxy-2H-1-
benzopyran-2-one .................................... 0. 005% 
INERT INGREDIENTS: ................................ 99. 995% 

TOTAL 100.000% 

NET WEIGHT 3 OZ. BAIT TRAY (85g) 

d-CON : Solving America's Rodent problems for over 50 years 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 
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d-CON® Ready Mixed Baitbits 
EPA REG. NO: 3282-81 

3 OZ. BAIT TRAY 
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page: 7 

Kills Warf arin-Resistant Norway Rats and Warf arin-Resistant House 
Mice. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner 
inconsistent with its labeling. 
Read the entire label on the outer package before using this product. 
It is illegal to sell these bait trays individually. 
PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. This material may 
reduce the clotting ability of the blood and cause bleeding. Users 
should wash hands before eating, drinking, chewing gum, using tobacco, 
or using the toilet. Users should remove clothing immediately if 
pesticide gets inside. Then wash thoroughly and put on clean 
clothing. Place bait in areas not accessible to children, pets, 
domestic animals or wildlife or in tamper-resistant bait boxes. 

FIRST AID 
Have label with you when obtaining treatment advice. 

If swallowed • Call a Poison Control Center, doctor, or i-800-228-
by human 4722 immediately for treatment advice. 

• Do not induce vomiting unless told to do so by the 
poison control center or doctor. 

If swallowed • Call a veterinarian immediately for treatment 
by pet or animal advice. 

NOTE TO PHYSICIAN AND VETERINARIAN 
This product may reduce the clotting ability of the blood and cause 
hemorrhaging. The anticoagulant action of this product may produce 
prolonged prothrornbin times for 20 to 30 days after exposure. If 
poisoning occurs, intramuscular and oral administration of Vitamin Ki 
are indicated, as in poisoning from overdose of dicumarol (bishydroxy 
coumarin) . FOR HUMAN CASES: Vitamin Ki is antidotal at doses of io to 20 
mg (not mg/kg). Repeated treatments may need to be given for up to 30 
days (based on monitoring of prothrornbin times). In severe cases, blood 
transfusions may be necessary. FOR ANIMAL CASES: Contains Brodifacoum, 
an anticoagulant with a half-life in the dog of i - 4 days. For dogs 
that have ingested or that are suspected of having ingested Brodif acoum, 
and/or have obvious poisoning symptoms, such as bleeding or have lowered 
prothrombin times, give Vitamin Ki as follows: Vitamin Ki is antidotal 
at 5 mg/kg intramuscularly. Oral Vitamin Ki should be given for up to 30 
days at 5 mg/kg (based on monitoring of prothrombin times) . In severe 
cases blood transfusions may be necessary. 
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d -CON® Ready Mixed Bai tbits 
EPA REG . NO : 3282-81 

3 OZ . BAIT TRAY 
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ENVIRONMENTAL HAZARDS : This product is toxic to fish, birds and 
wildlife. This product can pose a secondary hazard to birds of prey 
and mamma l s . Do not apply directly to water, or to areas where surface 
water is present or to inter-tidal areas below the mean high-water 
mark. Dogs and other predatory and scavenging mammals might be 
poisoned if they feed upon animals that have eaten this bait . 

STORAGE AND DISPOSAL 
STORAGE: Store only in original container, in a dry place inaccessible 
to children and pets . 
DISPOSAL: If empty: Do not reuse empty container . Place in trash or 
offer for recycling if available . 
If partly filled : Call your local solid waste agency for disposal 
instructions. Never place unused product down any indoor or outdoor 
drain . 

Distributed by: Reckitt Benckiser Inc . Wayne, NJ 07470 

Questions? Comments? Call 1-800-228-4722 

EPA Reg . No . 3282-81 EPA Est . No . 475-MS-1 

MADE IN THE USA 

SATISFACTION GUARANTEED OR YOUR MONEY BACK 

d-CON BAITS: KILLING RATS AND MICE IN AMERICA FOR 50 YEARS 
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• 
Efficacy Review: d-CONe MOUSE PRUFE II, 3282-65 

cf.CON PELLETS GENERA llON II, 3282-66 
d-CONe BAIT PELLETS II, 3282-74 
cf.CON READY MIXED GENERATION II, 3282-81 
Reckitt Benckiser, Inc. 
Wayne. NJ 07 47 4 

200.0 INTRODUCTION 

THIS RE\'IEW DISCUSSES CONAOEN11Al BUSINESS INFORMATION (CBI). Do NOT DISCLOSE CBI TO 
THIRD PARTIES 01\ TO ANYONE LACKING Pl\OPEP. CLEARANCES. CUE TO OiANGES IN OWNERSHIP OF 
THESE Pl\00\Jcn AND HISTORICAL Pl\011.EMS wmt FORMULATIONS (DISCUSSED BELOW) IT COULD IE 
AAGUEO THAT THE CURRENT REGISTRANT IS A lltRD PAAlY FOR SOME DATA CONSIDERED HERE. 

200.1 ~ 

3282-65 ls a 0.005% Broclfacoum dry bait In 1.5-oz or 3.0-oz wedge-shaped cardboard boxes 
concltlonally repstered for Indoor use only . 

to control house mice In homes, Industrial, commercial, agricultural bundlnp. 

3282-66 ls a 0.005% Brodlfacoum drf bait ~na;ty registered to control NONY-ay r..ts, icof 
rats, and house mice 

In and around homes, Industrial, commercial, agricultural and public bundtngs _ In 
transport vehicles (ships, trains, aircraft) and In and around related port or terminal 
bufldlngs. 

3282-74 Is a 0.005% Brodlfacoum dry bra~ In I-oz (28-g) placepacks condltJonalty registered to 
control Norway rats, roof rats, and house mice 

In and around homes, Industrial, commercial, agricultural and public buildings _ also 
... In transport vehldes (ships. trains, aircraft) and In and around related port or 
terrnlnal bulldlngs. 

3282-81 Is a 0.005% Brodlfacoum dry bait In 3-oz bait trays conditionally registered to control 
Norway rats, roof rats, and house mice 

In and around homes, Industrial, commercial, agricultural and public buildings ·- also 
... In transport vehicles (ships. trains, aircraft) and In and around related port or 
terminal buildings. 

200.2 Bacwound Information 

For 3282-65, see efficacy reviews of 12/23/80, 6/5/81, 12122/87, 8/1/88, 8/11189, 611/90, 6/131'0, 
711 Im>, 9/4/90, 3/19191. 'l/1/96, 5127199, II.WO, and 7/23/01, along with other lnformatJon In 
this product's Jacket. 3282-65 was registered on 11/6181 to The d-Con Company, Inc., of 
Montvale, NJ. As with the other products considered In this review, the ownership of 3282-65 
has been transferred several tJmes with no change in registration number. Its current labeling 
was accepted by EPA on 1129/02. 

For 3282-66, see efficacy reviews of 12123/80, 6/5/81, 8/16/88, 7 II 5188, 12129/88, 5/14/90, 
7/16/90, I /30/96. I/ 12/98, and I /6/00, along with other Information in this product's Jacket 
3282-66 was registered on I I/ 18/81. The current labeling for 3282-66 was "ACCEPTED" by IRB 
on 115/99. See efficacy review of 1/6/00 for a discussion of the use of "graphics" on this 
product's labeling. 
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For 3281-7'4, see efficacy reviews of 12122/87, 811188, 8111189, 1100189, 11117192. 4112193, 
11/10/93, 12115/9-4, 5125199, ln/OIJ, 7123/01, and S/29/03, alon1 with other lnfonnatlon In the 
product's Jacket See EPA's letter of 1129/02 which •ACCEPTED• this product's current labelln& 
(after much wran&iln&o as Is recounted In past efficacy reviews and correspondence). This 
~ wu ~on 1116186. Via a letter of 10116/01, Reckitt Bencklser (hereafter at 
times 9Recldtt9 or •ui offlctall1 chan~ the name of this product from •d-CC>N UM-N8 P.A T 
KILLER• to •c1-eoN BAIT PEUETS II • RB's predecessor In product ownership (Reckitt & 
Colman) had used the latter name u an altematJve brand since addln& It by "NOtlflcatJon• on 
512.S/93. . 

For 3282-81. see efficacy revleW$ of 1118/89, 7116/90, 10/15/90, 1130196, S/25199, and tn/00, 
along with other lnformatJon In this product's jacket. This proc:luct was Initially registered on 
211189. •current• labellng was •Accemo with COMMENW on 1128199. lt seems from the 
jacket for 3282-81 that neither Reckitt and Colman (R&C) nor RB submitted flnal printed 
labellns In response to EPA's letter of 1128199. They also did not submit revised labellns In 
response to EPA's letten of 711199 and 7/5/00. See efficacy reviews of S/25199 and ln/00 for 
more on this topic. 

See also the Rerecfstr'ltlon Ellgtblllty Decision (RED) Issued for the Rodentldde Cluster, which 
Includes Brodlfacoum and 5 other compounds. lbat document was reported u •stgned" In FY 
.,7 but was not sent to regtstnnts until August of 1998. For reasons upon which this review wftl 
not elaborate. appllcadons to ~ products subfect to the Ouster RED haft only relatJvely 
recendy been submitted to SRP.D's Product Reregistration Branch (PRB). 

This review addresses various Items submitted or cited In connectJon with RB's attempts to 
reregfster these products. PR8 has routed the following Items pertaJnlng to these products for 
efficacy review: 

I. 

2. 

3. 

... 

5. 

6. 

7. 

8. 

9. 

RB's letter dated 11 !26/02 pertaJnlng to all -4 products: 

a letter of l I /6/02 from Rich lotsteln of Syngenta Crop Protection, Inc., providing a 
•quallfied" •authorlzatJon• for use of the report assigned "MRID Number OOCM2578• to 
support claims of effectJveness of the -4 products against Warlarfn-reslstant house mice. 

a Confidential Statement of Formula (CSF) for 3282-65 dated • 11 /25/02•; 

a proposed revised label for 3282-65 for • 1.s oz and 3.0 oz sizes• received by OPP on 
• 12•06-02•; 

a proposed revised label for 3282-65 for• z 170 Outer Cart n ~/l.Soz wed es • 
stapled to the other label for 3282-65 marked received by OPP on • 12 6-02"; 

two copies of a "DATA MA TRIX" dated • t 1125102" for 3282-65, with the second copy 
having the names of studies, study protocol numbers, and MRID numbers blacked out; 

a Confidential Statement of Formula (CSF) for 3282-66 dated • 11 n5/02"; 

a proposed revised label for 3282-66 for a • 12 OZ BOX" received by OPP on "12-06-0r; 

a proposed revised label for 3282-66 for a "3 OZ. BAIT TRAY- stapled to the other label 
for 3282-66 marked received by OPP on "I 2•06-02•; 

I 0. two copies of a "DA TA MA TRIX" dated "11125102• for 3282-66, with the second copy 
having the names of studies, study protocol numbers, and MRID numbers blacked out; 

11. a Confidential Statement of Formula (CSF) for 3282-7-4dated"11/25/02"; 
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12. a proposed revised label for 3282-74 for a •1 .0 oz· Bait Pack (for Hke)9 received by 
OPP on • 12-06-0r; 

13. a proposed revised label for 3282-7 4 for a • 1 .0 oz lilt Pack (for Mke ao4 Rats)• 
stapled to the mouse •1a1t Pack" label for 3282-74 marked received by OPP on 
• 11-06-or: . 

14. a proposed revised label for 3282-74 for a •6/t .O oz Bait Pack Outer lox• stapled to the 
mouse •1a1t pad( label for 3282-74 marked received by OPP on• 12-06-02•; 

15. a proposed revised label for 3282-74 for a •2w1 .0 oz Bait Pack Out1r lox" stapled to 
the mouse •Batt Paci( label for 3282-74 marked received by OPP on I 2-<>6-02•; 

16. two copies of a •oATA MATRIX" dated •11125102• for 3282-74, with the second copy 
having the names of studies, study protocol numben, and MRID numben blacked out; 

17. a ConftdentJal Statement of Fonnula (CSF) for 3282-81 dated •11/25/02•; 

18. a proposed revised label for 3282-81 for a •12 OZ AND 3 LB. BOX" received by OPP on 
• 12-06-02·; 

19. a proposed revised label for 3282-81 for a •3 0%. 9AIT TRAr stapled to the other label 
inr 3182-1 I marked received by OPP on • i 2-06-02•; 

20. two copies of a •oA TA MA TRIX" dated • 11 J25/0l9 for 3282-81 , with the second copy 
having the names of studies, study protocol numben, and MR.ID numbers blacked out; 

21. an effl~ report assigned MR.ID# 458121-06; 

n. an efficacy report assigned MRID# 458121 --07; 

23. an efficacy report assigned MRID# "458121-08; 

24. an efficacy report assigned MRIO# "458121 --09; 

25. an efficacy report assigned MRID# 458121-1 O; 

26. an efficacy report assigned MRIO# "458121-11; 

27. an efficacy report assigned MRID# 458121-12; 

28. an efficacy report assigned MRID# 458121-13: 

29. a document entitled •explanation for reports 13760.4102 and 13760.4109: The 
Efficacy of antJcoagulant Dry Bait RodentJclde Usln,,1 Feed Choke Test with 
Albino Laboratory Rats (Remus nornifcus, Wlstar); and 

30. a document entitled •exp1anatlon for reports 13760.4101 and 13760.4108: The 
Efficacy of Anticoagulant Dry Bait Rodentlclde Using Feed Choice Test with 
Albino Laboratory Hke (Mus musculus, CD#)". 

According to RB's letter of I ln6/02 (signed by former RB employee Sean McNear), 

All four products have the same formulation (+PA-165). All four products share the 
same efficacy reports and the product chemistry reports. 
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lhat havlnc been saJd, It Is clear from the •Exp1anat1on• documents that two different pellet 
diameters (313l9 and 3/16j were used In the efficacy studies. 

201.0 DATA SUMMARY 

20 I. I Fonnulatloos 

The CSf of I 1125/02 for 3282-65 describes a  formulation which llsts slmllarty 
named lniredlents and nomlnal concentrations for them as those that appear on the last CSF 
(dated •tJ29/89j accepted for 3282-65. However, broader ranees In certified llmks are 
proposed on the pending CSf for rrvery Ingredient except the dye component  

 on the proposed revised one); and new 
sources are llsted fOf" all lniredlents.  

         
    

   

The certJfled limits proposed for the active Ingredient are 0.oo+o.0065 %_ I much broader ran1e 
than the 0.005-0.006% that appears on the CSF of 6129/8' which was submitted as part of  

        The registrant (then called 
Lehn & Fink) proposed such expansion of certified llmtts for Brodlfacoum In 199 I, confessl~ to 
an lnabdlty to.formulate balts_w!tt'!.n ~e tlg~ter: ranie- l&.F were told (EP~~s letter Of 7/9/91) 
that they would have tO document their actual results because the Rmlts beln& pfOposed (CSF 
dated 9117 /91 j were. on percent bases, •beyond the standard ones of 40 CFR l sa: I 75(b)(l)•. 
There Is no evidence In the Jacket f« 3282-65 that L&F Of" any subsequent ~strant for that 
product provided such documentation, but L&F did sllp a CSF dated •6114191 with the expanded 
certified llmlts by OPP via a notification (ostensibly to add an alternate supplier for the Inert 
Ingredient  

A CSF dated •october 6, 1999• for an •Alternate Formulation" for 3282-65 was found by EPA 
not to be acceptable for 3282-65 because EPA does not allow alternate formulations for 
rodentlclde baits (excepting dye substitutions with efficacy data support) and because the efficacy 
data submitted to support the CSF of 10/6/99 were not acceptable as submitted. The CSF of 
I 0/6199 claimed a dfferent source d Brodlfacoum  

and various other Inert Ingredients. 

The CSF of 11125/02 for 3282-66 describes a  formulation Identical to that 
described by the CSF of I I n.5/02 for 3282-65. The fonnulatlon history for 3282-66 also Is 
similar to that for 3282-65, with the CSf of record being dated •JJ 17 /89•, the ftrst CSF with 
expanded certified limits for Brodtfacoum being dated "211 /91 •, and the rejected CSf for an 
•Alternate Fonnulat1on• being dated •october 6, 1 m•. For 3282-66, there Is clear evidence 
that the CSF dated "211189• was accepted (EPA's letter of 12129/89), that addltJonal data were 
required before the expanded certified limits could be accepted (EPA's letter of 7/9/91), and that 
the CSF of 10/6/99 was re!ected for 3282-66. The jacket for 3282-66 also contains a 
"NOTIFICA TlON• dated 6/ I~ 1 • concerning an alternate supplier of•  

  but no CSf of that date. 

The CSF of 11/25/02 for 3282-74' also lists the same Ingredients, suppllen, nominal 
concentrations, and certified limlts as are listed on the CSFs of 11125/02 for 3282-65 and 3282-
66. 3282-74 orfgtnally was fonnulated differently from 3282-65 and 3282-66. The last CSF 
submitted which bore the orlf'nal formulation (    

 is the CSf dated "217 /9 I . The CSF of 1.fl /91 was reviewed and nearly accepted (EPA's 
letter of 7 /9/91) but for the need to justify the proposed expanded certified limits for 
Brodifacoum. 
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White the CSF of 2171' I for 3282-74 was being reviewed, LlPs Paul KnJ&er submitted a new 
CSFEted •3115191• for 3282-74, explaining that he "had Inadvertently Included an outdated" 
CSf that of 11719 I ~n hls submission of l/22191. The CSF of 311 S/9 I describes a formulation 
like t described the CSf ol 217191 for 3282-66, l~n1 that Llf had cflanaed the 
formulation for 328 -74 (unilaterally) some time previous . The Jacket for 3282-74 contains no 
record of a review or a letter from £PA reprdln& the C of 311 S/91 which, I Infer, was used 
subsequently (and probably prevtously) for 3282-74. The effk:acy data used to support 3282-74 
were submitted In 1989, so the composition of the test material used In those studies Is not 
obYfous. (As different efficacy data were submitted for 3282-65 and 3282-74, the company may 
have felt at the time that the two products differed [by more than particle stze].) 

R&C also submitted a CSf dated •0ctober 6, 1999• for an •Alternate Formulation• for 3282-74, 
which IRB rejected for reasons slmflar to those Indicated above for the similarly dated CSf 
submitted for 3282-65. However, that CSF was •scANNED• by OPP on "stP 3 2003•, 
probably because a product chemist had prematurely written •Acctl>table Saml Malak .fl 17/0fr on 
ft. As RB has proposed a fonnulatlon like that on Its CSF of •311S"1 • (which we appear never 
to have accepted), the historical problems would be resolved (except for any vfolatlons) tf the 
CSf of 11 /lSIOl were accepted. 

The current CSF for 3282-81 appears to be the one dated • 121s188• because: (I) the CSF dated 
9217/91 • was not accepted for want of analytlcal data (as wfth the other products); (2) the CSf 
dated •6Jt4l91• and submitted vm "NOTIFfCATION• ostensibly to report an alternate supplier 
0:   was not addressed by OPP and did 
not correspond to the CSf of record; (3) and the CSF dated •october 6, I 9W was rejected for 
the same reasons given for the CSFs o( that date for the other 3 products. Probably because 
•NOr ACCUTED SEf LETTEA DATED 715/()(f' was written above •Acctptable Somi Malak .f/17/0<T, 
it was the CSF of 6/14191 rather than that of 10/6199 (or the correct one dated •121S/88j that 
mistakenly was ·scANNED• by OPP on •sep 3 2003•. 

201.2 Efftcacy Data 

Eff ectlveness A&"alnst Warfarln Resistant Commensal Rodents 

To support retention of clalms of effectiveness against Warfarin-resistant house mice, Reckitt 
Benckiser has cited "OO<M2S78", as Syngenta's lotsteln had said that they could. (There seems 
not to be a citation concerning control of Warfarln-reslstant Norway rats, which has been 
demonstrated for 0.005% Brodtfacoum baits.) The number "00042578" does not look like a valid 
MRID or Accession number, as the former should have a hyphen between the 6th and 7th digits 
and the latter were only 6 digits long. Nevertheless, information that Lotsteln mentions along 
with the number suggest a document with authors' names consistent with 3 people who were 
researching Warlarin-reslstance and/or Brodifacoum at the tfme ( 1980) of the publlcatlon. 

I looked back into my record of reviews for the lnltJal Brodifacoum applications and early 
registrations and found that I had accepted reports relevant to the claim that 0.005% 
Brodlfacoum bait is effective against Warlarin-resistant house mice collected In the U.S. That 
'report was assigned the Accession No. 243576. I obtained a falnt blow-back copy of the Item 
recently from Microfiche and confirmed that the subject matter contained In It was, as I had 
indicated In my efficacy review of 12117/80, which was linked to former registration numbers 
10182-38, 10182-39, 10182-iO, 10182-41, 10182~3. and 10182-44. The data subsumed under 
that accession number still would be acceptable for 0.005% Brodlfacoum baits that pass our 
other efficacy data requirements. 

On 1129/0'4, I requested a blow-back of "00042578" as an MRID number. The Item assigned that 
number was the same report that had been assigned Accession No. 243576 when it was 
submitted In 1980. A:s only I 0 subjects were used in the study assigned those numbers, It would 
have been Inadequate, standing alone to support the claim "kills Warlarin-reslstant house mice." 
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In the effk:acy revfew of 10/ll/78. I re'Aewed 4 volumes of efficacy data which Included reports 
on the effecttYenes1of0.005~ Brodfacoum baJts aplnst Warfarin·reslstant Norway rats., roof 
rats, and house mice. Those reporu were assl&ned the Accession numbers 2:J.1657, 23'4658, 
23-4659, and 234660. I concluded that data In the material that I reviewed at that time were 
adequate to support "The dalm 1dlls warfartn resistant rats and mice.'" My review of IO/ I '2178 
referenced the various reports lnduded In the 4 volumes accordln& to document numbers C' I H" 
to "76H, but cld not fink those numbers to speclflc Accession numbers. Consequently, I 
obtained l11crcftche blow-backs of al 4 volumes. 

My review of IO/ I "1178 Indicated that Inf onnatlon relevant to claims for control of Warfarfn· 
resistant commensal rodents could be found In document numbers " I H", "2H", "3H", "4H", 
"SH", "61 H", "62H", "64H", and "6SH" (the last of these references should have been "63H'). 

The Accession number for Items "I H" to ""SH" Is 234657. "I H" and "lH" are sunvnary 
documents prepared by the applicant for reptratJon, IC1 Americas. (Syngenta llkely would own 
these data now, atthoush the submission Is more than 25 years old at this ~Int. Whether that 
company could rightfully claim ent:Jttement to com~tion for such data submlttina them 
now under their own banner Is not dear to me.) '3H" and "4H" address arfartn-reslstance In 
wfld-type Norway rats, roof rats, and house mice from the United Klnadom uslns a screenlnc 
method slmtar to what EPA accepts but with different procedures for challenitng the rodents 
with Brodlfacoum than would be used here. Item "SH" reports results of flela trtals conducted 
In areas In the U.K. where pockets cl resistance to ~arfartn ~d been noted. • 

Items "61 H", .. 62H", "6JH". and "6*f" pertain to laboratory efficacy trials conducted against 
commensal rodents of U.S. <>rfain which. according to screening results. were resistant to 
Warfarln and sometimes also to Plval, another first-generation anticoagulant These Items are 
found among many other documents In the volume assigned Accession no. 23-4660. 

"61 H" desa1bes work dfrected by Stephen Frantz at New York State's rodent laboratory In 
Troy, NY. He obtained 95% kill In a standard· laboratory efficacy test (much like Protocol 1.203, 
see below) of 20 Norway rats previously screened for resistance to Warfartn (6 days no-choice 
on 0.005% Warlarfn diet) with bait acceptance being 37%. 

"62H" describes research clrected by Wnllam Jackson at Bowling Green (OH) State University. 
Jackson's Norway rats had survived challenges with Warfarln at 0.005% no-choice for 6 days 
and, after a 30-day cleansing period, a similar challenge with the anticoagulant Plval. After 
another cleansing period, Jackson gave the 7 rats (4 males, 3 females) that made It to that point 6 
days of no-choice exposure to a 0.005% Brodlfacoum diet, aher which they all died. Due to the 
small number of subjects and the lack of a challenge diet In . the Brodlfacoum trial, this study, by 
Itself, would have been Insufficient to support a claim of effectiveness against Warfartn-re.sistant 
Norway rats. 

"63H" describes research by Lawrence Lewallen of the Health Department in Fresno, CA. 
Lewallen had 4 roof rats survive 12-day challenges on 0.025% Warfarln and 0.025% Pival, with 
intervening deanslng periods. These animals were 3% of those that had inltJally been put to 
these challenps. After another cleansillg period, Lewallen exposed the 4 surifvors to a choice 
between an 0.005% Brodffacoum diet (Talon pellets) and "EPA meal" (presumably standard rat 
and mouse challenge diet). All 4 roof rats died within 13 days. 

"64H" describes work with wild-type house mice of Buffalo, NY, origin conducted by Frantz. 
These were challenged with no-choice exposure to a 0.025% for 21 days. Of the 29 mice 
subjected to the procedure. 21 survived; and Frantz selected I 0 of them for use In a J-day choice 
test involving 0.005 % Brodifacoum baJt and "EPA meal". All I 0 mice died. Bait acceptance was 
55%. 
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Collectfvefy, the Items In Accession numbers 234660 and 243576 support claJms that 0.005~ 
8rodlfacoum balu control Warfarln-reslstant house mice and Norway rau In the U.S. and 
sugest that the same may wetl be true for Warfarln-reslstant roof rau. The citation of MRIDP 
number 00042578 ls lnsuffldent by Itself to support the claJm for controllln1 Warfarfn-reslstant 
house mice. 

The efflac:y studies submitted to support reregistration of these products are cited and 
discussed below according to target species. 

Commensal Rats 

Baroch, i (2002a) Norway rat (Rauus notYefkuS) Acute Dry Bait Using Test Substance 
Fonnula +PA-165 (8rodlfacoum SO ppm): one-day test. Unpublished report. Genesis 
Laboratories, Inc., Wellington, CO, 89 pp. . 

MRID# 458121-10 

Baroch (2002a) reports having run this study using •formula Number: +PA-165• as the test 
material According to Baroch (2002a), RB provided prepared bait to Genesis Laboratories and 
was responsible for the chemk:al analysis of the test material. In past Instances In which RB has 
documented bait fomwlatJons. codes of the form shown for •+PA-165• actually have referred to 
bait mixtures and ~ accompanJed by referen~es to notebook paces where Information 
~c~~eming the ~ of a speclftc bait batch Is provided. It seems that a code such u "+PA-
165• pertains to the proportions of ln&f"edlents In a bait so that the code could be used for baits 
of a convnon composition but different particle sizes. 

• Appen<lx 08" ~e 85 of 19• In the _Baroch, 2002a, report) consists largely of a •Reckitt 
Benclctser Analytk:al Services GUt leport• (which Is woefully weak In GCP-type 
documentation). The •Reckitt Benckiser ~cal Services GLP Report• summarizes results 
of assays of "Samples of Formula # +PA-165 Batch # PPOO I 0920 Reference # 811-0 Ir for 
Brodlfacoum concentration. Twelve assay results are listed These are for the •start•, •m1ckt1e•, 
and •encr of 4 palls Into which bait apparently had been loaded. (None of the 4 products 
covered by this review Is sold reta.11 In a container that might be described as a •pair.) The 
results summarized show the test material to have been 45-51 ppm (I.e., 0.0045-0.00S I%) 
Brodlfacoum. These results are within a 0.0045-0.0055% a.I. range and suggest better quality 
control than L&F dalmed that It could attain when seeking to expand the certJfled limits for these 
products to O.O<M0-0.0065% Brodlfacoum. (See relevant discussions above.) Umlts of detection 
are not reported on this •GLP Report•. 

Baroch (2002a) reports (pp. 51-56) that the challenge diet that Genesis prepared for this 
bloassay tested negative for Brodlfacoum. The reported limit of detectJon was 0.53 
micrograms/gram or 0.53 ppm. The limit of quantltatlon was 1.88 ppm or about I fl7 of the 
nominal concentration of Brodtfacoum in the test material. 

Baroch (2002a) reportedly followed the •one-day" version of O~ Protocol 1.209, the procedure 
reconvnended for screening for efflcacy anticoagulant baits for which claims for control In a 
slngfe night's feeding are sought. According to this protocol, acclimatized groups d sfngty-caged 
rats (at least I Of gender) are to be exposed to the toxic bait plus OPP rat and mouse challenge 
diet for one 24-hr period, after which the bait is removed and the subjects' consumption of 
challenge diet and their general health are to be recorded until the animals die or at least I 0 
post-exposure days elapse. A 20-anlmal control group Is to be monitored concurrentty to the 
test group but Is to be fed only OPP challenge diet for the •exposure• and follow-up periods. 

Baroch (2002a) essentially followed those procedures In this study. As Protocol 1.209 
recommends, Baroch Included a replicate 20-anlmal test group In the study design. Thus, there 
were 2 test groups and a control group each comprised of I 0 male and I 0 female rats. Wlstar 
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strain albino Norway rats were used k> 1eu cl wf1d-type Rauus norvericus. Protocol 1.2°' permits 
such a substltudon. Animal wel&hts at the start of the 3-day accllmatJon perlod precedlni the 
bait-exposure period are summarized below for the 3 voups of rats. 

GROUP SEX INITIAL WEIGHT$ (g) 

Mean Range 

Control Femal 2-43.0 233.3-264.0 
Males 2'48.9 233.5-266.8 

Test •1• Females 239.6 226.9-252.0 
Males 251.3 2-42.2-268.8 

Test •11• Females 236.2 215.5-264.2 
Males 247.8 227.6-267.1 

These weights and the weight differences between sexes are well within the requirements of 
Pr;.otocol 1.209, and 8arodt saw to.It tha~such would be the cue.- • 

Durlng the bait exposure period, Baroch (2002a) attempted to balance the effects of feed 
contaJner position preferences by starting I 0 subjects In each test group wtth Jar holding bait on 
the left side of the cage and the one holding challenge diet on the right, wtth the other I 0 
subjects having the two diets deployed In the opposite positions. T wetve hours Into the baJt. 
exposure period, the positions of the containers were r~versed In each c:ace. 

Results of this study are summarized In Table I (Replicate I) and Table 2 (Replicate II). Bghteen 
of 20 rats died In each test group. thereby meetlnJ. the performance criterion of Protocol 1.209. 
In Replicate I, 5 of the 9 male victims lost weight ( 1.2-25. 7 g). while '4 gained (6.8-32.6 &). The 
surviving male gained '48.8 g. Replicate l's female victims also Included 5 that lost weight ( 1.2-
29.'4 g) and '4 that gained (1.0-17.9 g). The female survfvor gained 41.5 g. In Repllcate II, i of the 
8 maJe victims lost weight (0.9-8.8 g), while 6 pined (3.2-39.7 .l). The survlvln& maJes gaJned 
38.9 g and 60.1 g. Replicate ll's female victims Included 5 that fost weight (1.7-15.3 g) and 5 that 
gained (0. 7-21.3 g). 

All 36 test-group victims were observed at necropsy to show signs consistent with anticoagulant 
poisoning. None of the -4 survivors displayed overt signs of coagulopathy. 

All control group rats survived and gained weight (1'4.3-81.7 g). 

Bait acceptance (percent of all consumption during bait-exposure period that Is comprised of 
challenge diet) was below 30% in both replicates. While the 33% minimum composite bait 
acceptance criterion that applies In multiple-day exposures to anticoagulant baits does not apply 
for one-day tests. It ts worth noting that all '4 survivors In the 2 test groups reportedly ate 1.0 g 
or less of the toxic bait and probably survived for that reason. One of the victims also 
reportedly consumed less than a gram of toxic bait. These S animals clearly pulled the 
composite acceptance figure downward A 12.5% Incidence of marginal feeders is not a good 
sign for an anticoagulant bait, although It Is possible that the -4 survivors and the marginal feeder 
that died anyway would have accepted the bait better with a longer period of exposure to It. 

Test room temperatures during the bioassay ranfed from 20-30°C (68-86.F), running well 
beyond the 20-25·c range specified in Protocol .209. The 25•c level was exceeded only on 
two days I J.n.2/0 I and I ln.3/0 I (the study was terminated on 12/2~/0 I). The days of excess 
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temperature were 8 and 9 days after the bait-exposure day, by whkh time only the 4 ultimate 
survtvors and the one maritnal feeder that eventually died were alive In the test croups. 

~elattve humklty nnaed from 11 % to 6n durtn1 the bloassay. The low fl1ure WU observed on 
12123/0 I, which was around the time of the death of the animal (male # 12. Repllcate I. that died 
despite reportedly consuming Just 0.3 I of bait. The lowest minimum relative humklty fllure 
reported for any other day WU 23%, whkh WU observed on 2 days during the pre.test fioldlng 
period (prior to the 3-day accllmatlon period which preceded the bait-exposure day). 

In the protocol deviation section of the report (pp. 3+35), Baroch (2002a) notes •occasional 
swfnp outside the desired llmtts• for temperature and relative humidity and states that 

The hlzh temperature and low humidity periods that occurred near the end of the 
post-exposure period. after all the treated rats that showed symptoms of test 
substance exposure were dead 

This non-sentence Implies that the extreme (for a laboratory) hot-~ condltfons occurred 
on I l/23/0 I after male # 12 cled. The not.es for that animal on his group s "SMALL HAM MAL 
DAILY OBSERVA TlON" form Imply that It was found dead on I 2123/0 I - the day a(tJ!I the peak 
In temperature was noted. It Is not clear from that Information whether the humlclty In d'ie lab 
went down to or close to 11 % whlle that animal still wu aJhe. (Baroch. 2002a, discusses at 
length proce<llres for assigning rats periods of survlval and &fvln& haJf-day scores for the day that 
animal's ~ found dead Under that system. male #I l's score would have been 8.S, for 8 days 
post-onset of exposure when he wu observed allve plus his presumed survival for part of 
12/23/01.) 

The Baroch (2002a) trial would be a clearly acceptable study but for the temperature and 
humidity ex1r.-nes, espedally those on I '2l2110 I and I l/23Jt> I and their possible effects on the 
health of male # 12. I have concluded that the study may be accepted despite that problem. 
primarily because those most extreme discrepancies only affect the pass/fall status of one of the 
two replicates. 

Before this study can be considered to be applicable for the pending CSFs for and of these d
Con products. the Identity of the test material (formulation, form. and particle size) must be 
documented. 

Stafford, J.M. (2002b) 4-PA-165, 3116-lnch diameter pellets: the efficacy of anticoagulant dry bait 
rodentldde using a feed choice test with albino laboratory rats (Rattus noryegicus, WISiAR). 
Unpubflshed report, Springbom Smithers laboratory, Snow Camp, NC and Wareham, MA. 
130 pp. 

MRID# 458121-07 

To the best of my recollection, the Stafford (2002a) study and the other stud!es attributed to her 
(discussed below) are the first from Springbom Smithers that I ever have reviewed In 2001 and 
lOOl, I corresponded with RB and with a Larry Brewer of "Sprfngbom Labs• concerning 
protocols and procedures for laboratory efficacy tests with rodentlclde baits. In electronic and 
oral communications, I stressed the Importance of Involving EPA early In Sprfngbom's history of 
running efficacy studies. In my e-mail of 4111/02 to Brewer, for example, I noted the following: 

Again, It is extremely Important to have your work reviewed by us before you have 
run a whole bunch of studies. Efficacy trials dlff er from drug and toxicity trfals In 
significant ways. Although our protocols address many particulars, there stfll Is a 
learning curve with them; and any mistakes made In the first trial are apt to be 
repeated until you get feedback from us. Those with whom you have contracted to 
run rodentJclde efficacy trials would be well advised to have your Initial efforts put 
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Into review ASAI rather than waltln& until they have a complete set t::J reports for 
their entire product bnes. Note that each study report Is to Include a narrative of 
the procedures actually followed. a copy ol the protocol that was supposed to be 
followed, the usual GU> documentation reprdln& deviations from protocol and 
quality assurance, reports ol analyses of test material and challen1e diet for the 
actJve ln&redlent. tabular sumnwtes of results, copies of all raw diata sheets, and all 
other pertinent Information. The sponsor of the studies Is expected to provide 
documentation which links the batch of test material to a specific formulation and 
bait form. 

Stafford did much of that. but 6 studies were submitted from her facfllty. This means that errors 
made In one of them might well be common to all 6. 

•Page 5• of the report ldenttfles "Susan M. Hamel• as a "Technical Report Wrtter• for this 
document and shows a sf&nature date for her which precedes Stafford's by 2 days. It Is possible 
that Hamel wrote up the narrative report without havfn& been lnvotved In the study procedures. 
(The narntlve reads In parts as thou&h It Is a sort of check-off the elements presented In the 
copy ol Protocol 1.203 that I supplled to Brewer, which the report Identifies with the Protocors 
Initial date of '21l.Sn4 rather than the date of Its current version - 6118191.) 

No. B02029A•, a that R.eckett ~ted that the batch had-•a purity ol 0.005"·· '?lie 54• 
SGfford (or Hame~closcrtbes the test material as "4-PA-165, l/llHnc:h diameter pellets. Bauh 

of the Stafford (2004 report 1s·a •Recldtt Benckiser Anal)1k:al Setv!Ces GLP Report•(« '\.og 
Number : 020098" and "Formula # 4-PA-165 Batch # 80202~A Reference # 811-0488 (0-Con 
Salt Pellets II Kiiis Rats & Hlce)9. Accordfng to this sheet. 6 samples of this batch (l samples for 
each of 3 •prep• numbers) assayed at 50-52 ppm (0.005..0.0052%) Brodlfacoum. Such results 
were at or very close to the nominal concentration of 0.005 % Brodlfacoum claimed for all 4 
products discussed In this review and suggest that the previously •proposec:r certffled limits of 
0.004-0.0065% were too broad 

The bait reportedly "was stored at room temperature• (range not Indicated). Stafford (2002.a) 
weighed 20 Individual pellets and I 0 sets of 5 pellets. The Individual pellets averaged 0.24 g 
(range 0.147-0.291 ). The groups of S pellets averaged 1.26 g (range 1.03-1.39 &). 

According to the ·aooo LABORATORY PRACTICE COMPLIANCE STATEMENr 
page (3), · 

routine water contaminant screening analyses for pesticides, PCBs and toxic metals 
were conducted using standard U.S. EPA procedures by Geolabs, Inc., Braintree. 
Massachusetts. Food contaminant screening analyses for pesticides, PCBs and toxic 
metals were conducted using U.S. standard procedures by Purina Miiis, Inc., 
Richmond, Indiana. The OPP challenge diet was prepared following ISO 9002 
guidelines by Purina Miiis, Richmond, Indiana. The reference substance, brodlfacoum. 
was purchased from a commercial supplier and therefore not characterized under 
GLPs. 

The Brodlfacoum mentioned In the paragraph just quoted apparently was the material used to 
spike samples of challenge diet for recovery analyses. The Brodifacoum was sent to the 
Springbom Smithers facfllty In Wareham, MA where it was 

stored In the original containers In a dark. ventilated cabinet at room temperature 
and ... used to prepare calibrations standards during the analytical phase of the study. 

Stafford ,P.002a) states that the challenge diet was •maintained at -18 •c or below from receipt 
until use but does not state whether Purina Mills froze it after preparation and/or whether it 
was or remained frozen during shipment. Purina Mills reportedly found a •representative 
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sample• of the challenae diet to be free of •pesticides, PCBs and toxic metals.• The Sprfnat>om 
Smithers faclltty In Snow Camp, NC, reportecfty O¥er-nlghted frozen samples of challenge diet to 
their Wareham. MA. facnlty for use In chemical assays. 

In 3 trtals each with challenge diet samples spiked to be 4.99, 25.0, or 59.9 ppm. Sprfnat>om 
(Wareham) obtaJned a mean recovery of 78.4% (SO=S.25~ and a lmlt of quanth:atlon (lOQ) of 
0.561 nA The 3 •contror samptes (unsplked challenge diet) all were below the LOQ. These 
flaures come from •APPENDIX U ·ANALYTICAL HETHODOLOGr (pp, 42-52 ofthe 
Stafford (2002a) report. That report's 9Table 1: (p. 23) shows l analyses of Challenge det 
being below an LOQ of 0.559 ppm. 

The bfoassay was run at the Sprlnpom Smithers facftlty In Snow Camp, NC, but the dilta 
reportedly are stored at Warehal'I\, HA (That situation would make for Incomplete. or 
expensive two-site, laboratory audits.) Stafford (2002a} reports having followed •opp Protocol 
Guideline I .20:r, or an approximation thereof entftted "Sprfngbom Smithers Laboratories 
Protocol No.: 11080/FIFRA/Rat Efflcacf, adding that 

The methods described In this protocol meet the re_gulrements specified In U.S. 
Environmental Protection Agency's Test Guldellne (Draft) OPP 1.203, Standard 
Norway Rat/Roof Rat AntJcoagulant Dry 8aJt laboratory Test Method (U.S. EPA. 
1974). . . 

The protocol iJt th:t name that I supplied was the version of •6-18-9 t •. 

For this study, Sprlnpm Smithers used 60 Wlstar strain laboratory Norway rats as subfects. 
The rats were housed Jndlvfdualty In stainless steel hanging, mesh-bottom cages with •a bottom 
surface area of 651.7 cm2" (equivalent to 10 Inches square), thus ~ting the animals from 
stretching out their tails but still being above the lower llmit (500 cm1) on cage size Indicated In 
Protocol 1.203. 

The anlmaJs were maintained on a 12: 12-hr llghtdark cycle at 47 foot candles during the ilght• 
phase. laboratory temperatures reportedly ranged from I 9-2s•c (66-8l9F), thus running 
outside the spedfled range of 20.25•c (68-77.F). In a "PROTOCOL DEVIATION", Stafford 
(2002a) states that the upper extreme was reached 

due to a temporary failure of the cooling system which was repaired by noon the 
next day. This temperature deviation did not adversely affect the results of this 
study since control performance was acceptable. 

While It Is reassuring that unpolsoned animals did not keel over when the temperature went up 
a bit, the conclusion that the exposed animals were not affected by temperature changes is 
somewhat overdrawn. Raw data sheets on pages 65 and 66 of the report Indicate that the 
breakdown was discovered on 5/29/02 and that the repair was completed on the f<Mlowing day. 

Relative humidity in the facility reportedly ranged from 50-60% and, like temperature. was 
continuousty monitored. Whne outside the 50-55% range specified In Protocol 1.203, the range 
reported by Stafford Is close to that range (and a bit surprising gtven the air conditioning 
breakdown). Pages 65 and 66 of the report show single hanclwrftten entries for relative humidity 
for the study period (5/ I~/ I 0/02). Those entries do Indeed range from 50% to 60%. (That 
range is much tJghter than the one reported by Baroch, 2002a). 

Rats were acclimated to laboratory conditions and maintained on local well water and a 
commercial laboratory diet (which Purina Mills had •analyzed ... for the presence of pesticides, 
PCBs and toxic metalsj for 7 da~. The well water also reportedly was free of •pesticides, PCBs 
and toxic metals.• 
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The rats were randomly ~ to one of 3 croups: the control l"OUP and 2 test croups. Each 
group consisted of 10 males and 10 females, all caged lndlvklually. Female subfects reporte<ly 
averaaed 210.1 , and males 229.S I •one day prior to test lnltlatJon.. Whhkl lfOUps. the 
breakdown In lnfdaJ body weights was as shown below. 

GROUP SEX INITIAL BODY WEIGHTS 

Mean P.an1e 

Control MaJes 231.1 205.S-242.l 
Females 210.5 168.1-2241.0 

Rep. I Males 
Females 

235.2 211.2-259.5 
214.2 197.2-227.3 

Rep. 2 Males 
Females 

lll.2 191.-4-243.6 
205.5 156. 9-229.2 

Differences between sexes II! !ntdaJ body weights were we8 within the requftrnents of Protocol 
1.203. • 

~r the end of the accllmatJon period. test-group subjects were exposed for I 5 days or undl 
death, If sooner, to a dietary choice between the test material and EPA ~Be diet. The clets 
were placed In -%-g amounts (or morel) In separate •feeders• which were deployed •at the front 
of each cage•. Contro&-sroup anlmals received '46 g of challenge diet In ea(f, of the 2 feeders 
deployed In their cages. Stafford (2002a) notes that •positions of the feeders were reversed 
daJty9 and that "feed measurements were to the nearest 0.1 g. • 

With respect to spillage of diets, Stafford (2002a) states that 

Catch pans were placed beneath each age. so that spill could be accounted for In 
feed consumptJon. The anlmals did not spill Challenge Diet, but only the larger bait 
pellets which were easlly carried about. l'herefore only bait spill was recorded. 

Following the bait-exposure period. survfvfng animals were maintained on challenge diet and 
observed for S more days, as prescribed In Protocol 1.203. 

Sprfngborn personnel reportedly looked In on subfects 1-3 times/day whne keeping •Human 
activity within the animal test room ... to the necessary minimum.• 

Results In the test group are shown In Tables )a. 3b, and ... These data indicate that I rat (a 
male) survived in the Replicate I test group (95% mortality) while all died In Replicate 2 (100% 
mortality). These results exceed Protocol I .l03's criterion of 90% mortality. Symptoms of 
toxlcosls (e.g .• bleeding at ear-tag site, other external hemorrhaging. plloerectlon) were noted In 
most test-group subjects prior to their deaths. 

The male victims In Replicate I included 4 that lost weight (l. 9-40.0 g) and 5 that gained (0.3-
73.S g). whlle the survivor gained 41.6 g. Five of the female vk:tlms Jn Replkate I lost weight 
(1.1-40.I i), and 5 gained (0.9-15.7 g). ln Replicate 2, 6 males lost weight (9.6-37.8 g); 4 males 
gained (9.i-25.0 g); 5 females lost (9.1-39.6 g); and 5 females gained (5.6-'46.S g). 
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All sublects In the control group reporte<ly suntved and pined weight (31.4-6-4.3 I for males; 
21.3..6 r .0 & for females). These data suggest that the control-1roup anlmals were In &ood health 
and that the challenp diet fed to them wu of adequate quality. 

Table 3a shows data on feed consumption by the P.epllc:ate I test group u calculated from the 
~w data sheets which comprise pages 80-103 In •APPENDIX 111• of Stafford's (2002a) report. 
On those pqes, data for subfects are presented In age-number-order - which made extracting 
the data very tedious. 

CompllcaUn& matt.en further were the facts that Stafford (2002a): (I) presents splllqe recovery 
data on a different set of ~w data sheets, which occupy pages I 04- I 09; and (2) that she Includes 
In her calculations necatJve •consumption• data for Instances In which the feed wef&hed more at 
wel&h-back than when ft was presented lnltlally an~or the amount of recovered spl11ap under an 
anlmars cap. when added to the welaflt of the feed container at weigh-back. created a number 
targer than the wel&ht of the loaded container at deployment. In Table Jb, I present the feed 
consumption results for Replicate I as adfusted by St2fforc1 These data come from pages 121 • 
130 In •APPENDIX IV-COMPUTERIZED OATA•. 

A •NOTE TO FILE" dated •06117102• that appears on page 75 of the report Indicate that 
splled material was collected daJ1y. put In •seatable plastic bags• which were •not fulay-' sealed so 
as "to pennlt the spllled bait to dry". and 'Wetahed at a later date•. AJthou&h the hap were · 
'"lahe~ with the date of ccl1ectlon and the cap nui'ilbet', 

some of the spfll weighed more than the total amount (calculated) removed from the 
feeder for that day. 'this occurrence Is explaJned by the fact that the catch pans did 
not capture 100% of the sptll. Some spill fell just outside the edges of the pans and 
this wu collected on the day that each animal died In the respective c:aaes [.] 
However, this •extra sp111• was labeled with the date of the beglnnlnc cl treatment. 
since It wu Impossible to determine the exact date each pellet was spilled. 
Therefore. a number of the dally spill weights resulted In negative wel&hts for total 
bait consumed. The total I 5-day consumption values for each animal reflect positive 
values. Indicating that these neptJve numbers •evened out• over the course of the 
I 5-day test This •evening out resulted In the same value for total food 
consumptJon as If the post-death •extra spilr value had been divided by the number 
of the days the animal was In the cage and then that amount was added to the dally 
spill value for the respective cage. The electronic data print-outs provide all values 
of bait consumption; exact dally values of bait left and bait added, and calculated 
values for bait used (for chemical use tracking purposes), bait. removed, and bait 
consumed (removed minus spllQ. Therefore, reviewers will be able to Identify the 
values used In all calculations. 

Identifying the values Is one thing (and not an easy thing In this case). Having confidence In them 
is another. In this •NOTE TO FILE• Stafford makes a valiant but unsuccessful attempt to turn 
lemons into lemonade. As there is no way at this point to determine who spilled what. At best 
the •corrective• effects of including •negative• consumption figures would apply to compostte 
sunvnarles. AJ animals apparently were randomly assigned to cage numbers. bait spillage ouulde 
of catch pans could not even be assigned to a test group let alone to a specific gender or 
individual rat 

"Extra spill" of challenge diet could not even be assigned to treatment versus control groups If 
the animals were randomly assigned to cages within racks. Stafford attempts to dismiss spilled 
challenge diet as a factor with a handwltten note added to the •NOTE TO FILE• dated 
•06117102•. That note reads as shown below. 

The rats did no< appear to spill any of the OPP Challenge Diet, which was of a much ~ner 
consistency than the bait pellets. Therefore. OPP spill was not collected. 
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In this note. Stafford first says that spfll of c:ha.llen&e diet was not evident and later says that ft 
was •not collected". Althou&tt the two representations are not entirety self-contradictory, they 
are not fully reconcilable either. That hand-written note b lnltJaJed and dated •JS 719/0T, which 
dates ft almost a month after the end of the bloassay and more than 3 weeks after the rest of the 
•NOTE TO Flt.r was made. 

At this point. I feel that the consumption data reported In this study for bait and challenge diet 
are suspect. Sprtnpm Smithen would have been well advised (and probably were) to run pilot 
trials to work out procedural details on matters such as bait spillage. I should note that . 
scatterln& of challenge clet Is a common frustration for technicians who run these studies. 
Stafford m,,,. hav minimized chall nae diet spillage by her use of a •perforated food follower• In 
each feed container and 

a •deluxe lid" which slightly reduced the top opening of the jar, and prevented the 
food follower from being removed. 

Due to my tack of confldence In the accuracy c:I either the data In Table 3a or lb and to the, 
consequently, unproduc:d¥e tedium extractfnl data from raw data sheets as prepared by 
Sprlnfborn Smithers. I present for Replicate l (In Table '4) only the results taken from page 130 
of •APPENDIX IV· COMPUTERIZED DATA•. 

Such as they are. the bait acceptance data In Tables lb and 4 all are below the criterion of 33% 
acceptance ~ take u a total of all food consumption) which appean In Protocol 1.203. The 
data In Table la are barely above 33~ but are highly questionable (as are the data In the other 
tables). Even If we assumed these data to be correct. the acceptance Is generally below 33%. 
Thus, the data collected In this study do not meet all criteria of the relevant test protocol. 

The ·suHMARr portion of the report concludes with the following paragraph: 

Whne the level of mortality measured In this study vertfled that the test rats 
consumed adequate amounts of bait to cause greater than 90% mortality, a second 
study will be conducted to provide more precise data on feed consumption and 
palatability. The results of this second study will be reported In a separate study 
report (Springbom Smithers laboratories Study Number 13760.-4109). 

Whether written by Sprlngborn Smithers or by RB, this paragraph acknowledges the Inadequacy 
of the Stafford (2002a) study. 

In conducting this study and their othen discussed In this review, Sprfngbom Smithers almost 
went overboard In some areas (randomization, analysis of challenge diet and water supply for 
contaminants) but were negfigent In certain basics (obtaining accurate food consumption data. 
controlling test faclllty temperature). For all the analysis of the challenge diet, I am not sure how 
fresh It was when they got it from Purina Mills; and I flnd no data on particle sizes for the 
challenge die~ 

In their •explanation for reports 13760.4102 and 13760.4109: The Etflcacy of 
anticoagulant Dry Bait Rodenttclde Using Feed Choice Test with Alblno Laboratory 
Rats (Remus norve,fcus. Wtstar)•, RB's Heidi Fuentes and Sean McNear acknowledge 
•problems with the assessment of food consumption• In the Stafford (2002a) study. Because the 
90% Mortality criterion was exceeded In the Stafford (2002a) study •13760 . .flOr, they argue 
that It •ctearty demonstrates efflc::acy". Claiming acceptance scores of '40. I% and '42.0% In two 
replicates in stud] number 13760.-4109 (discussed next), Fuentes and McNear claim that the 
subsequent trial clearly demonstrates palatabc11ty" despite the mortality scores of 85% claimed 
for both replicates. A 3-day bait-exposure period was used In the 13760.-4109 study (see below). 
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If the nit study by Baroch (2002a) Is shown to be applicable to the bait that Is to be used In 
3282-66 and 328l-74 In the future. neither the Staftord (2002a) study nor the Stafford (2002b) 
study would be needed to supp<>rt rat clalms for that product. A rat p&acepack-penetradon study 
sUll would be needed for 3282-74. ~there are no rat clalms for 3282-65, no rat study II 
needed for MOUSE PRUFE II. The "READY MIXED• product 3282-81 hlstork:ally has consisted 
of crumbled peHets and. u such, would have to be supported by a separate rat efficacy study. 

Stafford, J.M. (2002b) Determining the effl~cy-of anticoagulant dry bait rodenddde usln& a feed 
chok:e test with albino laboratory rats (Wlstar rats, followlnt OPP Protocol iuldellne 1.203. 
Unpublished report, Springbom Smithers Laboratory, Snow camp, NC and Wareham, MA. 
124pp. 

HRID# 458121-06 

This Item Is the 13760.4109 study that. accordln& to Input from Spr1ngbom Smithers and RB, Is 
supposed to show adequate palatablUty of the test material. Apln. Susan Hamel Is listed as the 
"l'echnkal Report WritN' and Jennifer M. Stafford as the ''Stuety Director". The 
"INTRODUCTION" section to this report adcnowted&es the exl~nce of the Stafford (2002a) 
study, adding that 

·- mterpretatlon of paJatablllty data was not conclusive - Thb study was thus 
conducted to F"ovlde a more accurate assessment {>f t=t substlnc~ pl!atablttty. 

The report descrfbes the test material u •4-PA-165, 3116-lnch diameter pellets, Batch No. 
PP020627", adding that RB Indicated that the batch had •a r.!rity of 0.005~· and was stored at 
room temperature once Sprfngbom Smithers received It. Page 115• of the Stafford (2002b) 
report Is a •Reckitt Benckiser Analytical Services GLP Report• for •Log Number : 020391" and 
•formuta # 4-PA-165 Batch# 80206lr. According to this sheet. 3 samples of this batch (one 
sample from each of 3 "Pair numbers) assayed at 52-57 ppm (0.0052-0.0057%) Brodlfacoum. 
These results were very-to-fairly close to the nominal concentration of 0.005 % Brodlfacoum 
claimed for all 4 products discussed In this review, again suggesting that the previously 
•proposed" certified limits of 0.004-0.0065% were too broad · 

Challence diet (perhaps from the batch used In the Stafford. 2002a, study) was prepared and 
analyzed by a Purina Miiis facility In Richmond. IN. The challenge diet then was shipped to 
Springbom Smithers In Snow Camp, NC, where It was frozen at -1a•c until It was thawed for 
use at room temperature or shipped frozen to the Wareham facility for chemical assay. 

At Wareham. the 3 •control• samples (unsplked challenge diet) all were below the LOQ of 
0.561 ppm. according to •APPENDIX 11 • ANALYTICAL METHODOLOGY" (pp. 38-48 of 
the Stafford (2002b) report. That report's •Table 1: (p. 21) shows 2 analyses of challenge diet 
being below an LOO of 0.559 ppm. 

The report's statement that Springbom Smithers' protocol for this study outJines methods which 
"meet the requirements specified In" EPA's "Test Guideline (Draft) 1.203" Is not completely 
factual. The period of exposure to toxic bait was limited to l days rather than the 15 specified 
In Protocol 1.203. (The 3-day tests that many registrants have run for second-generation 
anticoagulants actually were run accorclng to the old - pre- I 99 I - versions of the acute-bait 
protocol for Norway rats, 1.209. That protocol was modified In 1991 such that the exposure 
duration was limited to two days for actual acute rodentlcldes and to one day for second
generation antJcoagulants for which reglstr ants wanted to obtain or retain some sort of "slngle
feeding" claim. When anticoagulants are tested under the current version of Protocol 1.209, the 
follow-up period may be extended to 12 days, as Baroch, 2002a did) 

The subiects were 60 Wistar strain albino Norway rats obtained from a single source. For the 
bioassay. they were caged individually In "Unifab series 1200 welded-angle rack. solld-shelf style 
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c:aces St21nless steel hant,na" with #2 mesh front and bottom" and •presentlna a bottom surface 
area of 815 cm2", being '22.9 x 35.6 x 20.3 cm" In dimensions (equlvalent to 9-X-14-8 Inches, 
which probably were the c:qe manufacturer's tarzeted dimensions). The Internal surface area 
was within the requirements ln<.lcated In Protocol 1.203. 

Diets were offered In I 0-oz. pss Jan, each being equipped with a 

... perforated "food follower" that flt Inside the jar, on top of the feed, and a "deluxe 
lid" which slightly reduced the top opening Into the jar, and prevented the food 
follower from being removed. 

Rau were fed "labPro 5002 Certified Rodent Diet" durina the acclimation period. 

Water might have been provided f'Pqe I 2j at the back of each cage via .. an automatk, stainless 
steel, low pressure water nozzle" which "connected to a common, plumbed-In. pressure 
regulated water line for continual access". Use of gnvtty-fed watering systems Is .. not 
recommended"' In Protocol 1.203 (at pgh. 6'.2). That might account for the dual mentions of 
"pressure". Alternatively. water might have been provided C'Pqe 14j "at an times via glass 
water bottles with ball-type watering tubes." 

The rats were randof11ty assigned to one of 3 groups: the control croup or either of 2 test 
groups. Althouaf\ each group ~ SUP.f>Osed to consist of I 0 mates-and I 0 females. tM 
assignments were so .. i'aridOmi. that Jender representation was not equal In the 2 test groups. 
Membership and lnttJal weights of subjects within groups are summarized In the table below. 

GROUP SEX NUMBER INITIAL BODY WEIGHTS 
OF RATS 

Mean Range 

Control Males 10 2-49.1 232. 7 -265.1 
Females 10 229.8 218.6-243.4 

Rep. I Males 9 2'48.I 228.2-260.7 
Females II 226.3 217 .3-239 .8 

Rep.2 Males II 2-49.-4 234.2-262.8 
Females 9 226.5 212.S-238.7 

Within groups, differences In mean Initial weights between genders were well within the 5()..g 
upper limit indicated In Protocol 1.203. 

Results reported for the test groups in the bioassay are summarized In Tables Sa and Sb. In each 
replicate. 8 males and 9 females died. The 85 % mortality results are below the crfterfon of CJO% 
mortality indicated In Protocol 1.203. All females that perished lost weight (2.8-62. 9 g In Rep. I, 
2.0-S 1.8 g In Rep. II) as did all mates that perished (22.3-67.6 g in Rep. I, I 0.6-M.8 g in Rep. II). 
Both surviving females pined weight (6.4 g and 11.8) as did 3 of -4 surviving males ( 18.6-22.3 g). 
One surviving male lost 7.7 g. 

Symptoms of anticoagulant poisoning first were noted aher 3 days of the study, essentlalty at the 
end of the bait-exposure period. Hemorrhaging was noted in 8 rats, one of which also displayed 
piloerection. For 7 of these rats, the bleeding was noted at the (ear) "tog site", which was a 
common locus for bleeding in sut>;ects for which the first symptoms were seen on later days. 
For example. bleeding at the "tog site" was the only symptom noted for all 17 rats for which 
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symptom& (other than death) were reported on Day 4. These animals Included 6 of those that 
were bleedln& at the ear taJ on the previous da}' plus 11 more. The other two rats that were 
bleedln& at the ear ta& on Day 3 were dead on Day 4. By day 5, there were 5 more deaths and 
20 ltve ones that were bl~ at the ear tq. This Information does not prove that ear taglrw 
contributed to the fact or the dmln& ol these animals' deaths. but It seems dear enouah that a 
different method of markln& animals should be used In efficacy trials lnvoMn& antlcoqulant baits. 

Alt control-1roup rats survived the "In-life" portion of the study. and all but one pined wef&ht 
(4.2-68.3 & for 10 males, 2.8-43.8 I for 9 females). One control-1roup female lost 0.31. 

As rer.rted by Stafford (2002b), composite bait acceptance was '40. I~ for Rep. I and 42.0~ for 
Rep. I. These data suggest adequate bait acceptance. surprasslna the crtterion of 33~ composite 
acceptance In Protocol 1.203. (Data for the animal In cage no. 47 were '"Inadvertently not 
recorded on day 3• - 9/20/02. That animal appeared to have stron&fy favored the bait on Days I 
and 2.) It Is dear from Tables Sa and Sb, however, that there were reladvely many~nal 
feeders, assum1n& that the acceptance data reported reflect actual accepQnee. For 11 8%) ol 
the -tO test-aroup rats, reported acceptance was less than 15~ These animals Ind all ' 
survtvon. none ol which ~ ate more than 3.3 I of bait. That amount of bait should have 
contained about 0.17 me of Brodlfacoum or between 0.65 and 0.70 nw/lci for rats wel&hlng In 
the 250-f r;anae. A published acute oral LD50 value for Norway rats Ii Ol7 "°" ~ weflht 
(Timm. r99.f. In Prevention and Corurol of Wlldllfe Oamye. p. G-28), we.:tt Is why BroclfaCoum 
baits can son·lilldnM:S pass "one-day" tests like that reported by Barodt (l002a). 

The contaJnen of bait and challenge diet that were used for moisture control reportedly C'Plge 
Tr) reportecly weighed 328.1 & and 289.6 c. respectMJy. when loaded on 9117/02. which 
coincided wfth the onset of the bait-exposure period. Of these weights. '40.0 I reportedly were 
the diets and the remainder the weight of the container Oess lid and food follower). Over the 
course of the bait-exposure period. the weight of the loaded bait container deNtated from Its 
Initial weight by -0. 9 to -1.2 g. while the loaded challenge diet container was 0.2 to 0.3 g below 
its lnltJal weight. Over the remaining 12 days of the study (excepting Day 12 when the 
observation was "inadvertently m;ssed). the weight of the loaded challenge diet container was 0 
to 0.3 g below Its Initial weight. For reasons unclear, weight fluctuations of the bait container 
were monitored over the same period of time. during which they were I. I to '·"'I below the 
Initial weight. 

Whether the loaded contalnen actually were weighed on 9/ I 7 /02 Is not dear. From "Page I"'• 
of the report. I gather that aliquots of -40.0 g or bait and of challenge diet were weighed out and 
loaded Into piasdc bags. These were then dumped Into the respective containers for them each 
day. These contalnen then were assumed to weigh In at their tare weights plus '40.0 g. At 
weigh-back. the contalnen plus food were weighed. That -40.0 I of the clet actually got Into the 
containers assumes that the initial weighings of the diets all were precise and that essentially 
none of the diets was spilled or left behind in loading or emptying the plastlc bags. 

The raw data sheets for food consumption list only the weigh-back results. It seems likely that 
Springbom Smithen entered "tare + -40-g" weights for all of the containers Into some 
spreadsheet where differences were computed once the weigh-back data were entered. Even 
with tare weights being provided, I cannot evaluate the accuracy of the summarized consumption 
data efficiently. Consequently, the results shown In Tables Sa and Sb are those that Stafford 
(2002b) reports. Stafford (2002b) does not report consumption by test day nor does she break 
it out according to gender as I do In Tables Sa and 5 b. 

In light of the substandard mortality results reported, I feel that tedious checking of the accuracy 
of the reported consumption data would not be a productive use of time. In addition to the 
problem with taken no weights for loaded containen, such assessments would have to take into 
account spillage. which Is recorded on "SPILL RECORD" sheets that appear on pages 92-112 of 
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the re~ As calculated from pqea 92 and 97 and shown In the table below, many times more 
spilled bait than spflled challenge clet was recovered from test-group caaes. 

TEST DAY 

I 
2 
3 

All 

AMOUNT RECOVERED 

Toxic Bait Challenge Diet 

86.lg 0.0 g 
97.0g 0.01 
97.01 l.81 

280.81 1.8 g 

It Is not clear to what extent ease-of-recovery affected these numbers (see discussion of this 
topic In review of Stafford. 2002a). It Is noteworthy that relattvety htde (4.7 g) spilled challenge 
diet reportecly was recovered for the control group subfects, and aJI of that was recovered on 
Day 3. Biased spillage recovery "In favor" of the bait would have had the effect of deftatln& the 
acceptance scores for the test croups. 

- ... - . . --- .. .. ' 
Sprtngbom Smithen probably cld a better job with the feed consumption part of this study than 
they did with the SfaWord (2002a) trial. but they should have done weigh-Ins for the loaded 
containers rather than assuming values from their tare weights plus 40.0 g. 

According to the Stafford (2002b) report. the temperature In the test room was 2 l-27•c (about 
70-81.C) during the study, ranging about 4 f• beyond the upper limit to the temperature range 
(20-25.C) stipulated In Protocol 1.204. Relative humidity reportedly was 50-63%, dose to the 
required range (S0-55 %); while lllumlnation averaged 9 foot-candles. 

The mortality criterion was not achieved in the Stafford (2002b) study. Even If the reported data 
were believed, the acceptance criterion was missed In the Stafford (2002a) st.Udy. In their 
•explanation for reports 13760.4102 and 13760.4109: The Efficacy of antkoag~llant 
Dry Bait Rodentlclde Using Feed Choke Test wfth Albino Laboratory Rats (Rottus 
nOIYf!C#cus, Wlstar)•, RB's Fuentes and McNear suggest that we use the mortality results from 
the Stafford (2002a) study and the acceptance results from the Stafford (2002b) study and 
conclude that the data requirement has been met or, In other words, that two wrongs make a 
right. I am afraid that two wrongs stf11 make two wrongs In this case. Neither study was run 
well enough to be worthy of much faith In the acceptance results, except to say that the data 
suggest than more than a few rats did not like the bait and survived exposure to ft as a result 

Stafford, J.M. (2002c) The efficacy of anticoagulant dry bait rodentlcide using a Place-Pack 
Penetration Test with albino laboratory rats (Rottus norvegicus WISTAR) and +PA-165, 
3/ 16-lnch diameter pelleted bait. Unpublished report. Springborn Smithers Laboratory, 
Snow Camp, NC and Wareham. MA. 84 pp. 

MRID# 458121-12 

Stafford signed off on this one on •I I 114/0Z-, 3 days after Hamel the "T echnlcal Report Writer• 
signed off. 

The Stafford (2002c) report states that the test substance for this study was 
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4-PA-165, 3/16-jnch diameter pellets, I-ounce place-packs u prepared by the 
manufacturer and ready to marlcet. Batch No. a 11.0..SB, CAS NO. 56073-10-0, 
reported by the Study Sponsor to have a pu~ of 0.005% ... received from Reckitt 
Benckiser North Amerfca on 23 April and 25 June 2002. 

Thus, It Is clalmed that material from the same batch was received In two shipments which 
arrived 63 days apart. Why this happened might be explained by the text quoted below from 
•Page Io• of the report. 

The lnlttal In-life phase began wtth the lnltJatlon of treatment of 14 June 2002. 
However, the Incorrect size placepacks were Inadvertently placed In the test c:aces. 
Therefore, the flrst Initiation was terminated on day I of the study and aJI test 
animals were euthanfzed. A new batch of test animals was obtained and the ln·llfe 
phase reported herein was Initiated on 26 June 2002 and was terminated on 16 July 
~002. 

The placepacks for 3282-74 are supposed to hold I oz of bait. period. How an •incorrect size• 
even could have existed II not dear. The bait batch of Interest would be the one used for the 
bait In the placepacks used In the study that went full term. The pacb used In the biousay 
reportedly held I oz d bait. but pacb of this size reportedly were received on '4123J02 as well as 
on 6125102. This account begs the question of the source of the packs of •incorrect stze•. 

Using a dlff ereni placepack sfze In the bk>assay from the one that Is, or Is to be, rqlstered would 
not necessarily negate a placepack penetration study. tf the placepacks used were made of the 
same type and thickness of plastic or other material, the results likely would be appllcable to 
placepacks of different sizes. 

The Stafford (2002c) report does not appear to Include any Information pertaining to assays ol 
the test material for Brodlfacoum content. 

After It was received, the bait reportedly "was stored at room temperature• (range not 
indicated). 

As with the other Sprlnfbom Smithers studies discussed In this review, a Purina Miiis facmty In 
Richmond, IN, pre~recf the challenge diet, analyzed It for certain contaminants, and shipped It to 
Snow Camp, NC. 

Stafford ~le) states that the challenge diet was •maintained at or below -18 •c from receipt 
until use but does not state whether Purina Miiis froze It after preparation and/or whether It 
was or remained frozen during shipment. Purina Miiis reportedly found a •reeresentattve 
sample• of the challenge diet to be free of "pesticides, PCBs and toxic metals. Purina Miiis 
reportedly attested to the Identity and percentages of the components of the challenge diet but 
no Information Is presented on the screening of particle sizes. 

In 3 trials each with challenge diet samples spiked to be 4.9', 25.0, or 59.9 ppm. Sprtngbom 
(Wareham) obtained a mean recovery of 78.4% (SO=S.25%) and a llmlt of quantttatlon (LOQ) of 
0.561 mg/kg. The 3 •control• samples (unsplked challenge diet) all were below the LOQ. These 
figures come from •APPENDIX II· ANALYTICAL METHODOLOGr (pp. 40-49 of the 
Stafford (2002c) report. The main report's "Table I: (p. 20) states that l analyses of chall!flge 
diet showed Brodlfacoum to be absent from the challenge diet (or at least being below an LOQ 
of 0.559 ppm). 

The bioassay reportedly was run in the Springbom Smithers facility in Snow Camp, NC. 
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The report states that the bloassay was run according to Sprlnct>om Smithen rendition 
("Protocol No.: °'40202/FIFRA/Rat Eff Ptacepadcj of OPP Protocol 1.217, 1992 version. On 
613/02. before the trta1 run to completion was begun. Sprlnaborn Smithers amended their own 
version of Protocol 1.217 by deletJnc the pmaaes Indicated below. 

At least «> I of challenge diet wlll be avallable per animal per day. The food offered 
In each container wlll be equal and consistent throu&flout the test. 

- and the amount of Challenge Diet consumed during the test and post-test periods 
wlll be recorded 

These passaies came from •section 2.s.1• and •section 2.s.6·. respectively, of the Sprfnsbom 
Smithers protocol. In removing this text (which Is consistent with OPP Protocol 1.203), 
Sprtngbom Smithers offered the following •Justlftcat1on:• 

Food consumption Is not a required parameter to be recorded for this study. 
Therefore. feeders will be kept at a level that ensures adequate chal1ence diet for af1 
animals at all tJmes and wdl exceed the «> I minimum. but will not be measured. 
Rather, feeders will be monitored such that food Is kept above a predetermined leveJ 
In the feeders, and which exceeds «> g per anlmal. 

This amendment does not result In negative Impact on the quality or lnte&rlty of the 
study. ; 

Protocol 1.217 does not specifically state that challenge diet consumption should be monitored 
nor does It specify the amount of challenge diet to provide beyond stating that there should be 
two or more feeders containing challence diet per cage when subjects ares=ed falure 
to specify the minimum amount of challenge diet to provide and failure to state that the 
total amount of challen1e diet provided per cage must equal or exceed the amount of bait 
offered In placepacks In the same cage are shortcomings of Protocol 1.217 which wfll be 
addressed upon its Imminent revision. (Protocol 1.218, the mouse placepack test for 
antJcoagulants, Is not as deficient as Protocol 1.217 In these areas.) I can see both sides of the 
Issue with respect to monitoring the amount of challenge diet consumed. In a placepack
penetratlon study, obtaining more than a rough acceptance figure Is dlfRcutt because the amount 
of bait taken can only be grossly estJmated Oata on consumption of challenge diet could be 
used, however, to assess the general health and appetites of control-group subfects as well as 
those of test-group rodents that survive the bait exposure period. 

Wlstar strain Norway rats were used as subfects In this study. The animals were communally 
caged In single-sex subgroups of S/cage In •gatvanfzed oval stock tanks• which •measured 2-<f m x 
0.91 m x 0.61 m•. Assuming the flrst two dimensions to be length and width, these tanks were 
almost 8 ft long and nearly a yard wide. Figuring rounded comers and tapered sides, the floor 
area of each tank probably was in the neighborhood of 20 ft1. which Is within the llmitatlons set 
in paragraph -4. I of Protocol 1.217. 

Water reportedly was supplied via "8 ounce glass p.n• equipped wtth •steel tubes fitted with a 
ball-point tJp•. The tubes were all of the waterers that •protruded into the cage•. 

Challenge diet was provided in two • 10-ounce glass jars• of the type described In the Stafford 
(2002a) report. It Is not clear whether the jars were secured In any way that would have 
prevented rats from tipping them over, but they were •spaced evenly within each cage (control 
and treatment).• These • 10-ounce jars• reportedly 
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contained 300& of feed when tun. but were rrartced with a llne at the 200 I point. 
OPP Diet wu monitored such that the level stayed above the 200 I mark. ensuring a 
minimum of «> I per animal per day per feeder ( «> I x 5 anlmab = 200 I). The 
resuttJna amount of OPP Diet provided (a minimum of '400 I per e1p) closely 
approximates the amount of bait provided (15 packs of 28 & or _.201 per caae). 

That ~ement probably provided a reasonable balance In the amount of the two diets 
available. (The amount of bait In IS I -oz packs would be more llke 425 &-) That the placepadcs 
could be removed to places of relative safety would have afforded them some a<Mna,e, but the 
same sort of advantage would obtain In actual baiting situations. 

A total of 12 of the tank cages were used to house the 3 groups of 20 rats each (4 
subgroups/group) used In this study. There were 2 test groups of I 0 males and I 0 females each 
and I similarly comprised control group. Starting weights reported for the rats used In this study 
are summartzed below. 

GROUP SEX INITIAL BODY WEIGHTS 

Mean Range 

Control Males 243.2 233.3-253.1 
Females 219.8 204.2-232. .. 

Rep. I Males 
Females 

244.2 227.1-257.9 
222. 9 213.3-238.2 

P.ep. 2 Males 
Females 

2416 224.3-263. I 
221.9 207.2-235.2 

These data fall within the animal weight requirements of Protocol 1.217. 

Rats were to be exposed to the choice between bait from the placepacks and challenge diet 
from the jars for I S consecutive days, after which no new placepacks were to be added and 
challenge diet only was offered to surviving animals. 

Stafford (2002c) reports that all test-group rats died durfng the bait-exposure period (100% 
mortality). In Replicate I, males died .._ 12 days after the onset of bait exposure, while females 
died In 5-12 days. In P.epllcate l times to death were S-9 days for both the males and the . 
females. Among the males In Replicate I there were 5 that lost weight (3.8-59.0 g) and S that 
gained (8. 9-21.5 g). Among the females In Replicate I there were 9 that lost weight (6.1-64. 9 l) 
and I that galnecf(6.8 g). In Replicate l 7 males lost weight (2.1--43.0 g) and 3 gained (0.8-25,6 
g). Replicate l's females Included 9 that lost weight ( 1.2-62.2 g) and I that gained {I 0.1 g). 

Control-group animals reportedly all survived and gained weight (36.5-75 ... g for the males, 5.4-
-41.7 g for the females). 

Reported use of placepacks In the 8 test-group tanks is summarized below. 
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f • 
REPLICATE I 

Caie# 

2 ' II 12 

PACKS 

Placed 15 15 IS 15 

Added II 18 24 6 

Total Used 26 33 39 21 

# Penetrated 23 30 36 " 
% Penetrated 88% 91% 92% '°" 

Total 

60 

59 

119 

108 

91% 

REPUCATEl 

C.,e# 

3 

15 

30 

-45 

-44 

IS 

20 

35 

35 

s 

15 

26 

41 

41 

7 

15 

II 

26 

271 

Total 

60 

87 

147 

1-471 

98% I 00% I 00% I 0-4% I 00%1 

It seems dear enou&h mat the test-sroup rats went for the bait In the placepadcs and that the 
material of which the packs were made was not a significant deterrent to them. 

According to the Stafford (2002c) report. the temperature In the test room was 21-29•c (about 
70-84.C) during the study, going about 7F• beyond the ran&e (20-2s•q stipulated In Protocol 
1.217. Relatfve humidity reportedly was 50-60%, dose to the required .range (50-55%); whl1e 
dlumlnatlon avenpd 8 I .5 foot-candles. 

There were some problems with the conduct of this study. For the limited pu~e of showing 
that some type of Norway rat will penetrate the placepack and consume enough bait to produce 
an Incidence of mortality >90%, the Stafford (2002c) study Is adequate. Its results are applicable 
to the placepack material used fn the study and to the bait used fn the study. These results may 
be •bridged" to different bait formulations so long as the placepack material Is not changed and 
the new bait formulations perform to criteria In at least one laboratory efficacy study run 
according to Protocol 1.203, 1.209, and/or 1.213. 

House Mice 

Stafford, J.M. (2002d) 4-PA-165, 3/32-lnch diameter pellets: The efficacy of anticoagulant dry bait 
rodentlcide using a feed choice test with albino laboratory mice (Mus musculus. CO- I). 
Unpublished report. Sprlngborn Smithers Laboratory, Snow Camp, NC and Wareham, MA. 
128 pp. 

MRID# 458121-09 

This was another Sprf ngbom Smithers trial for which the challenge diet was formulated by Purina 
Mills In Indiana and the bloassay and chemical assay were conducted by Sprlngbom Smithers In 
North Carolina and Massachusetts, respectively. Again, there Is no account of the handing of the 
challenge diet until Sprtnfbom Smfthers received It at Snow Camp, NC. For reasons 
unexplained, Sprf ngbom '"Smithers elected to use CD- I strain laboratory house mice rather than 
the Swiss Webster strain that Is recommended by Protocol 1.204. Although the report Is 
attributed solely to Stafford on its title page, Susan M. Hamel is Identified on "Page 5• as the 
"Technical Report Writer". 
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• 
The tat matertal Is Identified In the report u "4-PA-165, l/32-tnch clamew" and u "0-Con8 
Mouse Prufe II". It reportedly had a "Purtti' of "0.005" (50 ppm)", which dearly b a reference 
to Its nominal concentration Of Brodlfacoum. Sprtnat>om Smithen stored this bait at room 
temperature. 

~t the end d the report's "APPENDIX II· ANALYTICAL METHODOLOGY" Is a sln&fe 
sheet of paper entJtled "Reckitt Benddser Analrtkal Services GLP Report" which Implies 
that 2 usays each of 3 samples c:A '"formula # 4-PA-165 Batch # 802029A Reference #811 • 
CM8A (D-Con Mouse Prufe II 3131)" came In at '48-50 ppm (0.0048-0.0050") Brodlfacoum. The 
assay was run some tfme between "02J041200r and "021131200?9. 

The challenge diet that Purina Hdls prepared was found to be n:ftlve for Broclfacoum wfth a 
llmlt of detection of 0.0000561 ~ {Indicated In "APPENDIX 11" 'Pqe '48")and 0.000059'" on 
~e 24 of the basic report. Once they received It from Purtna Ills. -sprlnit>om Smtthen stored 
the challenge diet at -1 s•c until brinlna It to room temperature for use In the blousay. 

The CD-I strain mice were obtained from a commerdaJ source a week before the start of the 
bait-exposure phase of the blousay. The animals were house lndtvldualty (an opdon permitted 
by Protocol 1.l04). Stafford (2002d) describes the cages used u follows: . 

·- Unlfab series 1200 welded-an&fe rack. solid-shelf style c:aies. with series 470 open
top. hanplg cage bins. A solid. staJnless steel sheet of metal was Inserted Into each 
cace. whk:h covered tht: floor d the c:aie to provfde a solid bottom. Each ~ 
measured 22.9 x 35.6 x 20.3 an, presenting a bottom surface area of 651.7 cir?-. 
Each bin was composed of stalnleu steel, #2 mesh front and bottom (which was 
covered by the Insert), wfth solid stainless steel sides and back. laboratory pde 
pine shavings were added to a depth of approximately 2.5 cm, coverln& the metal 
bottom of each cage. 

In paragraph 3.1. Protocol 1.204 (revision of 6-18-91) states, 

Mice should be placed In solid-bottom all-metal cages designed to hold laboratory 
mice or In speclally constructed or modified cages suitable for malntalnln& house 
mice for this type of test. 

Due to problems created when wood shavings were added to the cages (see below), ft might 
have been better ff the mice had been housed on wire-bottom cages. 

Some 60 mice were used These were assorted Into 3 groups of 20 mice each (10 males and 10 
females). The two test groups were offered a choice between bait and challenge diet for IS days 
(or until death) followed by a 5-day follow-up period during which they were offered only 
challenge diet. The control-group mice were offered only challenge diet (and water) for 10 
consecutive days. Diets were offered to the mice In 20-g amounts In 

+ounce feeders, [which] when filled with 20 & of Challenge Diet or bait. allowed 
space for mice to cllmb lnt.o the feeders and wallow In the feed. To reduce this 
space, the lower half of the feeding jars were filled with coarse sand. on top of which 
was placed an aluminum fod disk to separate the sand from the feed At this point 
the tare weight of each feeder was recorded and then the challenge diet or the 
rodentJclde bait was added Two feeders, each containing at least 15 I of Challenge 
Diet were placed at the front of each control cage. Two feed jars were similarly 
placed In each treatment cage, but the anticoagulant bait was placed In one and 
Challenge Diet In the other. Each treatment cage feeder was supplied with at least 
I 5 g of the appropriate feed type. All feeders were weighed dally to determine the 
amount of feed removed, and additional feed wu added to bring the total feed jar 
weight back to within 0.1 g of the Initial weight. The positions of the feeders were 
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rever1ed dally In all caces. Food consurnptJon values were caJculated at the end d 
the ln-ltfe phase of the study. All feed measurements were to the nearest 0.1 &-

Whether the fol would exdude urine from pusln& Into the sand below (thereby compromising 
wellh-back data) or hold up aplnst mouse Incisors Is not clear. Any sand that wortced tts way 
up atroush the Ion ml&ht have a~ Impacted consumption d the diet associated with the 
leakqe. ~ It consists lar&ely of flnely materials, the challen1e clet ml&ht have been more 
stron&fy affected In this regard than the pelleted bait Why the faclllty did not simply use snaller 
contalner1 Is not dear to me. 

Bait pellets reportedly averaied O.<M g (ran_&e 0.018-0.062g.n=lO)with1roups of 5 pellets 
averagln& 0.22 I (range 0.181-0.2'46 g. n= IO) 

Starting wel&hts reported by Stafford (2002d) for the mice used In this study are summarized 
below. 

GROUP SEX INITIAL BODY WEIGHTS 

Mean Range 

Control Males - ·27.2 
1 ~4~ 

25.5-29.4 
Females 22.2 19.6-24.9 

Rep. I Mates 27.7 25.2-31 .0 
Females 21.1 19.0-23.2 

Rep. 2 Males 26.6 23.7-31.1 
Females 22.1 20.3-26.0 

Across groups, the maximum allowed between-sex difference In average weight (5 I) essenttally 
was realized. although the gap ~ somewhat too wide for Rep. I. To get the weights as dose 
as they did, $prtngbom Smithers used males that were 6 weeks old and females that were 7 
weeks old. This tJme, they divided the animals by sex before going Into their randomization 
process. 

Stafford (2002d) reports that all but one mouse died In the Rep. I test group (95 % mortality), 
that all mice died In the Rep. 2 test group (I 00%), and that no mice died In the control group 
(0%). The survivor In Rep. I was a female. Deaths occurred from days 5 to 18 In Rep. I and 
from days -i to I I In Rep. 2. Initial symptoms of toxJcosis were detected 3 days Into the bait
exposure phase of the trtal. The most common early symptoms Included bleeding at the ear-tag 
site and "mowng YefY slowly, not escaping capture". later signs included plloerectlon, body shaking. 
swollen bodies, lethargy, and lying on the animal's side. Symptoms were not reported for the 
female survivor In Rep. I. 

In Rep. I, all males weighed less ( 1.1-6.3 g) at death than they did prior to the onset of bait 
exposure. Of the 9 Rep. I female victims, 8 lost weight (2.6-6.5 g). The female survivor gained 
1.9 g. In Rep. 2, all 10 males lost weight (3.S~.3 g) as did all females (3.0-6.0 &). All 10 control
group males gaJned (0.5-4.9 &) as did 9 control-group females (0.3-4.6 g). One control-group 
female lost 0.8 g. 

Stafford (2002d) reports composite bait acceptance figures of 32.0% for Rep. I and 30.8% for 
Rep. 2 but expresses no confidence in these data because, 
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More Ulan 50" of the ln<IYldu9J dal1y food consumption values Indicate that 
lndMdual mice consumed more than 20" of their body wel&frt. Physlol~ 
llmltatk>nl on daJly mouse consumption fta& these values as lncorTec:t. TM hl1h feed 
c~ values are betl4Md to be the result of a faJlure (on the pan of the 
perlonnlna laboratory) to detect OPP chal1enae clet that was burted \cached") by 
ln<Mdual mice In the wood chips used as cqe beddlnc. This resulted In IMufftdent 
account1n1 for "spllled"' feed. which In tum resulted In an over-estimate d the 
consumption of the OPP challenp diet. Very llttJe bait wu spilled, but when spilled 
or cached, It was easfly observed because of Its green color. The OPP chanen1e clet 
on the other hand was slmllar In color to the wood chips. and was dlfflcutt to ftnd 
amona the ch~ Mice chewed wood chips Into a substantial quantity of flne 
"sawdust-llke dust which resembled the c:haJlen&e diet In texture. This problem 
resulted In a conservative estimate of what percent of the overall clet consisted of 
bait. To resolve this problem and to facilitate the assessment of palatabltty of 1he 
test substance, an additional feeding test wl11 be conducted-

As the author herself has no confidence In the consumption data, there would seem to be lftde 
e<>lnt to presentJna or dscusslng them In detail I am not sure that her 20"-of-bocty-welcht 
Haggin& wu appropriate. For a lS-1 mouse. combined consumption above S-1 would haw been 
flagged. Such flcures are not unconvnonly reported for mice, especlaJly when the diets lrwotted 
are relatlvely hfeh In sucrose and/or another sweetener and are not desJcned to be nutrtdonalty 
~ and tha ap6Cles Involved has a hip metabolic rate and a hf&h surface-to-"°""'11 ratio. 

Accordlrw to the Stafford (2002d) report. the temperature In the test room was 19-lrC (about 
~·q durins the study, going about -2 and +5 F9 beyond the temperature ranee (20-lS•q 
stipulated In Protocol I .l<M. RelatJve humidity reportedly was 50-60%. close to the recpred 
range (50-55%): while lllumlnatJon averaged 47 foot-candles. It Is odd that the test ~ditty did a 
better job of controlling relative humidity than of controlling temperature. 

The mortality flgures reported for both repllcates exceed the 90" mortality criterion In Protocol 
1.204. The reported bait acceptance figures were slightly below the criterion of 33%, but the 
author of the report expresses no confldence In those data. I have less. confidence than the 
author that the figures reported underestimate actual acceptance. How else might one expla1n 
animals surviving Into and past the follow-up period after having been exposed to a bait that Is 
O.OOS % Brodlfacouml 

In addltJon to the problem with the acceptance c:blta. this study suffers from many of the 
problems .mentioned for the Springbom Smithen rat studies discussed above plus the business 
with sand and foll In the feed cups. Due to these various problems, the study will not be 
accepted. Stafford's experiences do suggest that it might be wise to require screen-bottom 
cages In Protocol 1.20-4 when the mice are lndlvldually caged. 

Stafford, J.M. (2002e) Determining the efficacy of anticoagulant dry bait rodentklde usln& a feed 
choice test with the house mouse, following OPP protocol guideline I .2<M. Unpublished 
report, Springbom Smithers uboratory, Snow Camp, NC and Wareham, MA. 125 pp. 

MRIO# 458121-08 

This report Is of the second choice feeding study with house mice that was promised In the 
Stafford (2002d) report. The bait-exposure phase of this bloassay was shortened from 15 days 
to 3 days; and the post-exposure monitoring period was extended to 12 days. 

For this trial, the challenge diet again was formulated by Purina Mills In Indiana and the bioassay 
and chemical assay were conducted by Springbom Smithers In North Carolina and 
Massachusetts, respectively. There Is no account of the handing of the challenge diet until 
Springbom Smithers received it at Snow Camp. NC. Springbom Smithers again elected to use 
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CO.I strain laboratory house mice rather than the Swiss Webst.er strain that II r.commended 
by Protocol 1.204. Afthouah the report Is attributed solely to Stafford on tts ttde pa,e. Susan M. 
Hamel 11 ldentlfled on "Palas• as th• "Technical Report Writer". 

The test material Is Identified In the report u .. 4-PA-165, 3/32-lnch cJameter pellets, Batch # 
B02029A lt.eference #811-CHSA. CASNo. 56073-10-0". Therefore. the same batch of bait was 
used In this study u In the Stafford (2002d) trtal. The same "Reckitt lenclclser Analytka.I 
Senkes GLP lleport" that appeared In the report of the Stafford (2002d) trial appean In this 
one. but It awears In the "APPENDIX 111- RAW DATA, DOCUMENTATION AND 
SPONSOR CORRESPONDENCE'' section (on Pa.le 123) rather than In the .. APPENDIX 
II ·ANALYTICAL METHODOLOGY" section. 'lhat sheet Implies that 2 assays each d 3 
samples d "Formula# 4-PA-165 Batch# B02029A Reference #81 l-048A ([>.Con Mouse Prufe 
11 lf.n)" came In at 450 ppm (O.OCMa-0.0050%) Brodlfacoum. The assay was run some Ume 
between "02/CMl200l9 and "02/l 312002•, more than 7 months before the start of this blousay. 

The c:hallenc• clet that Purina Miiis prepared was found to be negative for Broclfacoum wfth a 
llrnlt d detection of 0.0000561 ~ (Indicated In "APPENDIX II" \~5jand 0.0000599% on 
Pace 22 d the buk: report. Once they received It from Purina Miits, Smithen stored 
the challenge diet at -1 e•c until brining It to room temperature for use In bloassay. 

The CD- I strain mice were obtained from a commercial source a week before the start d the 
bait~ phase d the bloassay. The anlmals were housed ln<hkbly (an option permitted 
by Protocol 1.l04) In a manner like that described for the Stafford (2!>02d) l'CUdy (l.e., wfre cage 
bottoms were covered with a .. solid. stalnless steel sheet of me1af". Pine shavln._gs were used on 
the ca&e floors "durfn.J acdlmatlon". Due to the problems with recovery of splUage mentioned 
In the Stafford (2002d) report. the shavings were removed for the bait-exposure period and 
replaced with "sheets of white cloth, measuring approximately 30.5 x 25.4 cm" which also 
"served to provide bedding. cover, and absorbent material within the cace." 
Diets were provided In 

Unlftb, 2 ounce glass fan with perforated 'food follower" [sic] that flt Inside the Jar, 
on top of the feed. and a "deluxe lld" which slightly reduced the top openlna Into the 
jar, and prevented the food follower from being removed. The design Is Intended to 
prevent solllng of and nesting In feeder contents. 

The improvements here are the swftch to a more mouse-appropriate container size and the 
resuftant lack of perceived need to put sand and fon below the diets. For the bloassay proper, 
Springbom Smithers weighed out I S-g amounts of and put them In little plastic bags for Initial 
loading Into pre-weighed container, lid. and food-follower arrangements. Thus, there apparently 
was not actual weigh-in of loaded containers. There were weight-outs, and the difference 
between these and the computed weigh-Ins were concluded to represent dally consumption 
figures .. with adjustments having been made for occasional recoveries of spillage. Spillage was 
labeled by cage and diet, dr:ted overnight at approximately 37.e•c as necessary" (37.e•c being 
equivalent to I oo•F), and used to adjust dally consumption figures. Most of the recovered 
spillage from test-group cages during the bait-exposure phase was baJt. 

Water was supplied via glass 8-oz bottles equipped with ball-point tip stainless-steel sipper tubes. 

Starting weights reported by Stafford (2002e) for the mice used In this study are summarfzed 
below. Note that the facility's randomization process got screwed up to the point where there 
were unequal numbers of males and females In both test groups. The timing of this study should 
have been too late In the learning process for a gaffe llke that to occur. 
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GROUP SEX (n) INITIAL BODY WEIGHTS 

Mean kance 

Control Males (IOl 26.7 24.1-29.1 
Females ( 0 U.2 19.1-25.S 

Rep. I Males (I I~ 27.3 23.4-29.7 
Females ( ) 22.6 20.1-26.0 

Rep.l Males (9) 26.1 ll.0-28.7 
Females (11) 22.7 18.8-27.S 

Atthou1h the numbers of males and females were off, the dlff erences between sexes In mean 
body weight were under the 5-g maximum In all croups. 

Tables "6a. and 6b. summarize the results obtained In the test croups. Mortality In lep. I WU 
just 65~ with 3 of 11 males ar.:j 4 of 7 females sunNfne. In Rep 2. Mortality ¥.'U '°"-with 4 of 
9 males and 4 of 11 fen.Jes survtv1n1. These results ·were well below the Monatlty crfterton of 
90% In Protocol 1.204. Even If the conduct of this study had been ftawtess. these poor results 
would have flunked It. 

In ceneral, test-group survivors In this trial gained weight. while victims lost. Survivors ~nlng 
weight Included all 3 male survivors (0.1-4.1&)and2 of 4 female survivors (1.2-4.7 g) In P.ep. I, 
with the other 2 female survivors losing 0.1 and 0.4 g. The 8 male vlcUms In Rep. I all lost 
weight (0.8-6.7 g) as did all 5 female victims (0.7-8.7 g). Three of 4 male survtvors pined weight 
(0.7-0.9 g) In Rep. 2 as did all 4 female survtvors (0.5-1.2 g). All S male victims In Rep. 2 lost 
weight (2.2-6.6 &) as did 6 of the 7 female victims (4.1-8.0 g). One female victim gained 0.6 g. 

Al mice In the control group survived All but I of these mice gained weight over the course of 
the study. One male lost 1.6 g. while the other 9 pined (0.6-2.6 g). Females gained 0.6-4.3 I· 

Stafford (2002e) reports food consumption results In extremely convoluted manner, not even 
summarizing the data by croup or gender. The raw data are no help In this regard either 
because lnltlaJ loaded weights for food containers are not supplied, except In the case of the two 
containers that were used for purposes of moisture control. Spillage data are presented by 
animal and diet by day, but I have no numbers to which to apply those adjustments. As the study 
is a flunker anyway due to the poor mortality results, the data that I present in Tables 6a. and 6b. 
were taken dlrec:tly from Stafford's (2002e) "Table 4." Those numbers indicate a couple of 
negative consumption figures (a biological impossibility for rodents) for challenge diet (hence 
individual Acceptance scores exceeding I 00%). 

Overall, composite acceptance scores for groups and sex classes within groups were In the '40-
60% range, with mean scores being similar. Such results mask a bipolar distribution In which 15 
mice accepted the bait at 22% or less and survived, with 13 of those accepting ft at less than 
I 0%, and 25 mice accepted bait at 25.3% or higher and died, with 21 of these accepting bait at 
more than 70% of total food Intake. If these results reflect the animals' actual preferences rather 
than some experimental artifact, they would mean that a substantial fraction (3/e) of the CO- I 

. house mice 'exposed to the bait did not like ft to the point where they survived exposure to it. 

Stafford and/or Hamel composed a "CONCLUSIONS" paragraph which reads as shown 
below. 
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ConlrUI anlrrels demonstr at.ed no abnormal behavior and experienced no mortaltty, 
lncladns that mortally and symptoms of toxicity obseNed In the treatment 
replcaet was the result of dietary exposure to the test substance. Durfni the 
study. test anlmals In tratment replicates I and 1experienced65" and'°" 
monalty,. reapectlYely. Bait consumption dunna the J days of exposure wu 53.0" 
and 54."' respecttwq. of total food consumpdon In repllcates land 1 thus 
demo111tratlnc that the test substance had adequate J>alatablllty based on U.S. 
EmtronmentaJ Protection Authority OPP Protocol l.204 .. 

Such spin notwlthstandlnc, this study falls due primarily to the low mortality scores reported. 

Accordna to the Stafford (2002e) report, the temperature In the test room was 21-21•c (about 
10.a1·q-cl.lrtng the study, ranging about '4 f• beyond the upper llmtt to the te~wre range 
(20-lS•q stipulated In Protocol 1.204. Relative hunlty reportedly was 50-63~ dose to the 
required ranee (50-55%); while Alumlnatfon ave~ed 9 foot-candles. 

In their document lhtttled 9Explanatlon for reports 13760.410 I and 13760.41 OI: The 
Efllcacy .i Antlcoaplant Dry Bait Rodentlclcle Usln1 Feed Choke Test with Albino 
Laboratory Mke {Mus musculus, CD I)•, Fuentes and KcNear attempt to persuade EPA that 
the Stafford (2002d) study really should be accepted despite the author's lack cl confidence In 
the acceptance data due to the deced certainty that chaJlenae diet Intake was "OYeiesUmated by, 

• 011 avenie, 1-l times". Usina assumptions most favonble to them, they 1..0 on to sugest that 
the amot.1111 cl challenp clet reponedty consumed were "uf to 5-6 time [sic) more than 
expected. Such arguments are not persuasive. For al any o us knows at this point, mice ate 
sand alorw with challenie clet and that potentiated the efficacy of the amounts of anticoagulant 
that they consumed. The study was run poorfy and having to repeat It Is the price of an 
education. Consuttlng with EPA along the way might have helped Sprlfllbom Smithers 
Immensely. 

In the same note, Fuentes and McNear mention the "high palatabllfty" of the test material used In 
the Stafford (2002e) study, noting also the poor morullty results but not characterizing them as 
such. In anticoagulant trfaJs. high paJatablllty and low mortality usualty betrays a grossty 
underlormulated batt. If the assay result reported for the test material used In the Stafford 
(2002e) study reflected Its composition during the bloassay, underfonnulatfon would not have 
been a ~m In that study. Instead, there seemed to me a behavioral problem: I 5 of 40 test
group mice (3~ of them) refected the bait and were not killed by tt. I see no good news there. 

Stafford. p1. (2002f) The efficacy of antlcoagulant dry bait rodentJclde using a Place-Pack 
Penetration Test wfth aJblno laboratory mice (Mus muscu/us, CO. I) and 4-PA-165, 3116-lnch 
diameter pelleted bait. Unpublished report, Spr1ngbom Smithen laboratory, Snow Camp, 
NC and Wareham. MA. I I .f pp. 

MRID# 458121-13 

This report covers the second of two bloassay rounds. In the second paragraph of the report's 
Introduction., Stafford {or Hamel) states the following: 

The study was Initiated on 9 May 2002, the day the Study Director signed the 
protocol, and was completed on the day the Study Director signed the flnal report. 
The initial ln-Ufe phase began with the Initiation ol treatment on 13 June 2002. By 
day 9, control mortality exceeded the llmlt set by U.S. EPA guldellne. Prior to dying. 
two cl the three control mice displayed symptoms similar to those of mice that had 
been exposed to the test bait. Due to the possibility that bait may have been 
inadvertently spilled into control cages, the first initiation was terminated on day 11 
of the study and all animals were euthanlzed. A new batch of test anlmals was 
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obtained and the ln-llfe phue report.ed herein was Initiated on 20 Auiust 2002 and 
was terminated on 9 September 2002. 

In other words. 3 contTol-vouJ> mice cled within 9 days cl the onset of the bait-exposure period 
and 2 d them appeared to be -"'erin& from antk:oa&Ulant polsonJna. Sprqborn Smithers then 
ended the test and killed the suntvon. Had the lab contJnued the trial, more control-&roup mice 
ml&ht ha~ chd. The c:aatna ~ement used nay have facllttated the uuned croa 
contamlnatJon of feed, and ls It not dear whether of what steps were taken In the second run to 
keep cross-contamination from happening again. 

Stafford (or Hamel) describes the test matertal as 

4-PA-165, 3116 Inch dlametllr pellets, I-ounce pfacepacks as prepared by the 
manufacturer and ready to maricet. Batch No. 81 l-<M88. CAS No. 56013-10-4, 
reported by the Study Sponsor to have a purity of 0.005%. .. 

The "Reckitt Benckiser Ana)ytical Services GLP Report" appended to this efflcacy document 
ln<lcates that '"Los Number : OMGW of "formula # : +PA- I 65• assayed at 0.0050-0.0052% 
Broclracoum In 2 runs each of 3 samples. 

Once they Sot It. Springbom Smithen stored the ptacepack product "at room temperature In the 
orf&lnal container In a cJartc ~ • 

Again. the challenae clet report.ecly was prepared by Purtna Miiis, shipped to the Snow Camp, 
NC. fadllty for use In the bloassay. From there. some was sent on tO Wareham. MA. for 
chemical ~Is. Once Sprtngbom Smithers got hold or It, the challenge diet reportedly was 
frozen at -18 C until It was used (at "room temperature" for the bioassay). 

Springbom Smithers repor-tedly found the challenge diet to be free of Brodlfacoum Q.e., below 
llmtts of quantftadon of 0.599 ppm according to the text of the report and 0.561 ppm according 
to "Table IA." of "APPENDIX 11- ANALYTICAL METHODOLOGY"). 

Springbom Smithers used CD-I laboratory mice rather than Swiss Webster strain. Mice were 
group-aged In slngfe-sex subgroups of 5 an Ima.ls each. Test groups were comprised of 4 such 
subgroups. 2 of males and 2 of females. A control group was slmllarty comprised. Starting 
weights reported for the mice used In this study are summarized below. 

GROUP SEX INITIAL BODY WEIGHTS 

Mean Range 

Control Males 24.0 21.7-25.8 
Females 23.1 19.5-26.0 

Rep. I Males 25.8 21 .2-27.3 
Females 23.2 20.2-26.0 

Rep. 2 Males 23.9 20.5-26.3 
Females 23.7 22.3-25.4 
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These wtW.u and the dlffer9fte91 In mean wel&hts between the sexes In the vartoua VoUP' ve 
wftttln the requirements of Protocol 1.218. For all of the report's discussion about 
nndornlzadon procedures. It stll happened that 7 of the males In Rep. I were heavier than any 
ol the malel In the control aroup at'ihe start ol the study. 

j'*· . 
Accorclrc to the report. 

Mice were croup housed In polycarbonate tubs dtvlded In haJf by stainless steel 
flashlna, to create two cages frOm each tub. The tubs were covered by llds made of 
2.5- x l.3-an (I x 'A In) wooden frames overlaid wfth O. lkm (1116 In.) metal 
screen. Each cage [presumably half a tub) measured 50.8 cm (20 In.) high and 
offered a bottom surface area on 812.9 cm2• laboratory zrade pine shavings were 
added to a depth of approximately 2.5 cm. covering 1he bottom of each cage. 

This arrangement sugests how the aforement:Joned cross-contamination mliht haYe occurred, 
namely that test- and control-group animals might have been on opposite ~ of one dtvlded 
tub. 

Regarding actrc. Protocol 1.218 states: 

Mice should be placed In 90ld-bottomed aJHnetal aies desl&ned to hold laboratory 
mice or In specially c~ or modified cages suitable for rnalntalnq house 
mice for this type ol study. If mice ve house sln&ly, ach cage must haw a bottom 
surface area of at least 500 an2 (0.538 ft2). If mice are group-caged. each enclosure 
must have a bottom swiace .,... ol at least 1000 cm2• 

In as much as the surface area reportedly offered to the grouJKaged mice was less than half ol 
the specified minimum and the potenttal for cross contamination existed and apparently was 
realized In the first attempt at completing this study, the decision to divide the tubs was wrong 
two ways. 

At least one 7-oz glass jar equipped "wtth a perforated 'food follower"' plus "a 'deluxe lld'" was 
used as the container for challenge diet One or more "8-ounce glass jan" equipped with 
•saew-on, stainless steel tubes fitted with a ball-point tip" provided water. 

After an accllmatJon period during which mice In all groups were offered "LabPro 5002 Certified 
Rodent Diet", the bioassay proper began. Control and test subgroups were offered OPP rat and 
mouse challenge clet apparently In 2 slngte jars 

and feed was monitored such that the total amount avallabfe each day always 
exceeded 15 g per anlmal. Each jar contained 100 g of feed when full, but were (sic) 
marked with a line at the 75 g point. OPP Diet was monitored such that the level 
stayed above the 75 g marl<. ensuring a minimum of IS g per animal per day per 
feeder ( 15 g x 5 animals = 75 g). The resulting amount of OPP Diet provided (a 
minimum of 150 f per cage) closely approximates the amount of bait provided (5 
packs of 281 or «> g per cage). The close approxlmatJon of each deed (sic) type 
provided allowed unrestricted feeding on the Challenge Diet. 

Indeed, it would appear that enough challenge Ctlet was available so as not to force animals to 
consider the contents of the placepacks as food. 

k suggested above. each test group also received 5 placepacks lnltlally, with packs being 
replaced after their "contents were largely consumed, spilled or fouled." 
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Ead't day that an animal cled In a tre:airoent cap. one ~pack was removed from that 
caae U0.. wtth the fatality. To caJculate daRy values or new penetrations, the number cA 
fataldes and corresponclna removed place-packs wena taken Into account... 

The .. choice .. phase cA the test was condnued for 15 days. lfter which tfme. survtvtni test-croup 
mice were offered only challen,e diet for 5 more da~ or until the mice cled. Contiol-sroup 
mice sot onty chaltenae diet as ood for 20 straight ys. . 

Reported use of placepacks In the 8 test-iroup half-tub caps Is summarized below. 

REPLICATE I REPLICATE 2 

Cage# Cage# 

3 4 II 12 Total 2 7 8 To1al 

PACKS 

~Ced 5 5 5 5 20 5 5 5 5 20 

A~ 12 16 12 4 +4 10 18 8 20 56 

Total Used 17 21 17 9 64 15 23 13 25 76 

# Penetrated , .. 20 14 9 57 IS 19 10 25 69 

% Penetrated 82% 95% 82% 100% 89% 100% 83% n% 100% 91% 

These data suggest that mice had little Inhibition against or dffflculty In penetrating placepacks. 

As a lfkely result of Ingesting bait. all test-group mrce died. In Replicate I, males died 4-9 days 
after the onset of exposure to placepaclcs, whne females died In 4-13 days. In Repllate II. males 
died In 4-10 days and females In S-19 days, with 2 females living beyond the 15-day bait-exposure 
period. The I 00~ Mortalrty score eventualty achieved In both the groups exceeds the 90~ 
Mortality a1terton for Protocol 1.218. No deaths were reported In the control croup during the 
second attempt at completing this bloassay. 

Eighteen of 20 mice In Replicate I weighed less at death than they did lnftlally (a day before the 
start of the accllmatlon period. All females In this group lost weight (2.0-5.9 &) while 8 males 
also lost (0.1-3.6 g) and 2 gained (0.5 and 0.8 g). In Replicate II, 17 o( 20 mice lost weight. 
including all females (0.9-10.3 g) and 7 males (0.3-3.1 g). Three males gained (0.3-1.9 g). Nine of 
10 control-group males gained weight (3.3-3.1 g), while one lost 4.7 g. Nine of 10 control-croup 
females gained werght (1.1-3.5 g). while one maintained a weight of 25.6 g. 

According to the Stafford (2002f) report. the temperature In the test room was 21.21•c (about 
70~ 1 •c) during the study. going about .ff• beyond the range (20-2s•q stipulated In Protocol 
1.218. Relative humidity reportedly was 50-63%, close to the required range (SO-SS%); while 
dlumination averaged 4'0 foot-candles. 

The biggest problem with this study Is the design of the cages which (I) were -my too small and 
(2) may have allowed cross contamination of material, even in the study In which none of the 
control-group subf ects died 

31 

• • 

103



I I J j 

The exact composldon ol the test materlaJ ts not established by the Wormatlon provided In 
Stafford's (2002f) report. The Identity of the placepack material also II not established. 

laroch. i (2002b) House mouse (Mus ~Acute Dry Bait U-. Mouse Pnife II with 
lroclfacOUm ~.005 ~: one-day test Unpu ed report, Genesis Laboratories, Inc.. 
Welllnpn. CO. 98 pp. 

MIUO# 458121-11 

Baroch (2002b) reports that this trial was conducted according to Protocol 1.210, with the baJt. 
exposure per1od beln& llmlted to one 24-hr period u Is required when the test Is Intended to 
support "single night's feeding" daJms for secon<f..&eneratlon anticoagulants. 

Baroch describes the test materta.J as 

blue-creen colored pellets. about 3132 Inches In diameter and an average of 5/ 16 
Inches In lenp · 

The test materlal reportecly had a "Fonnula number" of "-tPA-165• and a "Notebook Reference 
Number" of "738-015•. Genesis assJ.&ned the Inventory number "OO-TS-34"' to the 8'00 I of the 

- test material that It received. 

• ~ C 1 • (pp. 55-59 In the Baroch, 2002b, report) consists of a report descrfbfng analyses 
Of0use Prufe-11 Bait (Fonnulatlon No. 4PA-16S, NB Reference No. 738-015, Genesa TS No. 
00-TS-34)" and a sample c:I OPP challenge diet for Brodffacoum content Reported results were 
a mean concentration of 0.00451 % (±0.00005%) for 3 samples the toxk bait and "Not 
Detected" for the challenge diet. The lnclYiduaJ samples (3 runs each) of to>Clc bait tested out at 
0.00455% (±0.00006%), 0.00453% (±0.00001%), and 0.00447% (±0.00003%) Brodlfacoum 
These results round to the bottom of the 0.0045-0.0046% a.I. This same report Indicates llmlts 
of detection and quanth3tlon of 0.000053% and 0.000188%, respectNety. As tt mentions 
"dlfethlalone" where the reader expects to see "brodlfacoum", It seems that the anatytlcal report 
was prepared by editing an earlier report for that other compound. 

In~ 09", Baroch (200~ provides raw data on "CHALLENGE DIET (CD) 
PREAitATION WEIGHTS . The Information there Includes the amounts of ground-grain 
components that passed through vuious screen meshes. In the report Itself, Baroch (200lb). 
For the ground com. Genesis seemed to be shooting at targets of 30% of material being retained 
by a #I 0 screen, 50% retaJned by a #20 screen, and I 0% passing throu,tl a #20 screen. As 
Indicated In Protocol 1.210, 75 % (±5 %) of the whole yellow ground corn (not degermlnated) 
used In OPP rat and mouse challenge diet Is supposed to pass through a # I 0 screen and SO% ls 
to be retained by a #20 screen. Genesis hits the second figure dead on but just barely falls 
within the limits allowed for the first. This means that their challenge diets are on the coarse 
side of the acceptable range. The oat-screening figures were right on for the diets prepared for 
mouse trials and conslstently a bit off for the rat studies. (On 1126/04,I spoke with Richard 
Poche. Director of Genesis laboratories. about this situation. He lnclcated tor me that we had 
discussed the situation a few yean ago - which I stJll do not remember speclflcally - and that 
Genesis had been exploring ways to make the challenge diet a bit more attractive to rats and 
mice while stJll staying within the llmlts on particle sizes that are specified In the OPP protocols. 
He said that Genesis has recently concluded that the freshness of the com Is a more Important 
factor than any slight changes In particle size and so has reverted to the practice of aJmlng 
directly at the protocol ratios and using the same challenge diet for both rats and mice.) 

Baroch (2002b) reportedly followed the •one-ctay• version of OPP Protocol 1.210, the procedure 
recommended for screening for efficacy anticoagulant baits for which claims for controlling house 
mice In a single night's feeding are sought According to the option of this protocol that Baroch 
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(lOOlb) d'°'4t to folow, stnlle-sex sut>sroups of 5 sroup-aaed mice On caps with wire-mesh 
bottoms) were exposed to the to>Ck: bait plus OPP nt and mouse chahen1e clet for one 14-hr 
period. after which the bllt II removed and the subfects' consumption of Chalen&• clet and their 
1eneral health are to be recordea Wttll the anlrrals ch or at least I 0 pon.exposure days elapse. 
Each test of the 2 test lf'OUPI lnducW 2 such male sub&roups and 2 such female •ubcroups. with 
the wrinkle dat "One caae held 6 rrale mice for 2 da)'I due to an erTOr when the nKa WWI 
transfemid. • A 2<Nnl11111 control f'oup (comprtsed Of 2 rrele and 2 female su~ps) wu to 
be monitored ~ to the test group but was fed only OPP challenge diet for the 
•exposure• and follow-up perlodL 

Animal wef&hts at the start of the 3-day accllmatJon period preceding the bait-exposure period 
are summartnd below for the 3 croups of mice. 

GROUP SEX INITlAL BODY WEIGi-ITS 

Hean Ranae 

Control Hales 25.1 23.7-28.1 
Females 20.4 19.0-22.5 

Rep. I Males 
. Fenales 

24.8 22.8-26.4 
21.6 20.2-23.7 

Rep. 2 Hales 
Females 

25.4 21.8-27.9 
21.S 19.0-26.2 

These weights and weight differences between sexes are within the requirements of Protocol 
1.210. 

During the bait exposure period, Baroc:h (2002b) attempted to balance the effects of feed 
container position preferences by swtlng one subgroup of each sex with cup holding bait (60 g) 
on the left side of the cage and the one holding challenge diet (60 g) on the right. with the other 
subgroups of the same sex having the two diets deployed In the opposite positions. Twelve 
hours Into the baJt-exposure period. the posltJons of the containers were reversed In each cage. 
After the bait-exposure day, test group nts were offered challenge diet only for the rest of their 
lives. Baroch used paper plates positioned under food containers (and presumably under the 
wire cage bottoms) to catch spillage. Genesis adopted that procedure after experiencing 
problems with recovering spillage and assigning what was recovered to diet and cage. 

Results of this study are summarized In Table 7. Taken from raw data sheets appended to the 
report. these data show that all test-group mice died 3-8 days after the start of the bait-exposure 
day. As subfroups. mice exposed to bait lost weight as a result of that experience. with Rep. I 
males being l 1.0-lS.S a. Rep. I females being 13.6-21.0 g. Rep II males being 17.7 -2.f.8 g. and Rep. 
II females being I 5.6-20.'4 g when they were found dead (As Baroch (200lb) did not mark mice 
individually, he could not link lnftlal and final weights to Individuals. On the other hand, not one 
of his subjects bled at an ear-tag site.) 

The most convnonly reported Initial symptoms of toxkosls reported for test-group mice were 
droopy eyelids and hyporeactlvfty. External hemorrhaging was not reported. 

Control-group mice all survived and, accordlnf to Baroch (2002b), "appeared normal and healthy 
at day 10 of the post-test observation period.' At study termination, males weighed 25.5-28.7 g 
and females 18.5-23.8 g. At least '4 of these females lost weight. 

33 

t '" ' • 

105



4 \ I J 

~ t.lt acceptance wu Wow 33" In and both rephcates and In J d 4 tender sut.Jsroups 
and In 1d8 S..mouM ~es. "-' bait consumpdon was 0.82 a/mouse In kep~l .09 a/male and 
0.55 &Hemale) and 1.18 &fmouM ~ f/male and 0.97 &HemaJe} In kep. ~"!'" riles. w 
dosapa wtthln caces would ha"9 l .n.3.44 ~body welaht. For --a meu 
~would have been 0. 98-2.70 nA· These exceed published acute oral Lo. 
values for Broclfacoum for house mice (e.g .• the '"O. .86· mc/k& ranee cited by Timm, 1994. In 
Prevention and Control of Wlklfe Damye. p. G-28). That means that the bait could wen have 
killed these mice If they shared 1t relatively equally. Nevertheless. the relattvely poor bait 
acceptance on Day I sugests thlt there could be product performance problems for the test 
bait In real-world mouse control situation. Althou&h the 3l~ minimum composite bait 
acceptance crtterlon that applies In multlple-dly tests of antJcoagulant baits does not apply for 
one-day tlltl. the data reported by 8aroch (2002b) suggest that there Is ample room l0r · 
lmprO'tfr1 the palatabftlty of this bait. 

Test room temperatures during the bkmsay ran&ed from 19-26.C (66-79.f). runnlrw Just 
beyond the ~15·c ranae specified In Protocol 1.21 o. The 2S •c level was exceedecl on 7 days. 
lnc:iudlrw the two days 1111 /0 I and I/I VO I when the toxic bait was added and removed. 
respecthely, from chi telt-&'f'OUP caa- and on 5 days dur1nl the pre-test hokln& and acdlmatlon 
periods. 'TM dally low temperature was below 20•c on 2 days during the pre-test holdln& and 
accllmatlon periods. Dally fluctuations In temperature were 1-6 C-. 

RelatM humklty ranged from ~ t.o 63% durq the blousay, which actualy ~ &ood 
performance for Genesis l.abontor1es. The relaU'le humldty was within the ranee at 
least some of the dme on 17 of the 21 study-relevant days with the dally high never being Jess 
than 45~ 

The Baroch (2002b) trial wu run well enough t.o be considered acceptable methodologically. 
The test bait apparently kllled al n*9 exposed to It. thereby exceeding the crfterion Of 90% 
mortality In Protocol 1.210. AdcltlonaJ documentation seems to be needed to establish wether 
the test material used In this study corresponded In composftlon to the bait described by the 
pen<lng CSF for 3282-65, which may be the only one of the <f products considered herein for 
which the 3/3l9-dlameter pellet is used. Once that documentation is accepted. no addltlonal 
efficacy data will be needed for whatever the fonnulatJon turns out t.o have been, when It Is used 
to control house mice In "loosHJalt" apphcatfons Including manually opened House Prufe H 
cardboard wedges. 

With the acceptance of the Baroch (2002a) Item (MRID#-458121-10), the 3/16• pellets bait used 
In that study also would need no further rat efficacy data for use as a loose-bait, lndudln& 
application In opened 3-oz d-Con trays (presumably for 3282-66). As that study had a one-day 
bait-exposure period. It also Is adecrJate t.o support a "single-night's feedtng" daim for the test 
material that was used. 

For the limited purpose of establishing that rats are likely to chew through the placepack 
material used In the study to access the bait used In the study. the Stafford (2002c) study 
(MRID# '458121·12) would suffice. Thus, commensal rat claims could be accepted (retained. 
actually) for n82.74. 

There are no rat efficacy data among the Items considered In this review that would seem to be 
relevant to the ready-mixed product p282-8 I) which used to be made of crumbled pellets and 
which might now be going to be 3132 -diameter pellets. If the latter were true. the Baroch 
(2002b) study CMRID# 458121-11) would support house mouse claims for It. f the formulation 
to be used for 3282-81 in the future matched that used in the Baroch (2002b) study. 

The Stafford (2002d) and Stafford (2002e) studies, respectlvely MRID## '458121-09 and 458121-
09, with the 3/Jl9-dlameter pellets failed for reasons of product performance and laboratory 
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perlonnance. How.Yw, the ·~y" trtal by Baroch (l002b) essendalty aved the day for the 
mouse dalm for the smaller pellet. 

The Stafford (2002f) placepadc penetradon study (MPJO# 458121-13) II the only one d the 
mouse trtals submitted by "P.8 fOr this review In which the 3116 •-diameter pellets were used. 
That study was performed pc>c>ry, espedaly In the area of c:actn& (60% below the minimum wtth 
cllJerwtt subp'oUpl betna Mt ..-rt by partldons within a sirp tub that was too smal for a 
whole sut>voup to beln1 wtth~ If RI were able to show that the 3116• pellets were effecttv. 
aplnlt house mice throup a study fl sood quality (I.e., better than anyth~nc_l have seen from 
$prtn&bom Smithers to date), the 'Stafford (2002f) could be accepted {basically u a favor) for the 
llmfted purpose of establlshln& placepack penetration. 

Su~ house mouse efflacy data are needed for the 311 ,. -diameter pellet and whatever Is 
to be used In 3212.a I, unless It Is the 3132• pellets; and rat efficacy data are needed for whatever 
II to be used In n82.a I. For any of these studies to be applied to the penclnc CSFs for these 
products, RB well have to document that the test baits were essentially ldentlcal to them. To my 
lcnowtqe. they have yet to do so. 

We may~ ll8 to counter wtth an arzument aloni the Ines of, '3/16•, 3132•, what's the 
dllferencer ~ clfference Is that the 1arzer one Is a bit more of a rat size and the smaller one 
more of a rnome size. With acceptance and mortality scores belna as border11ne (lwoc:h) and 
peculiar (Stalfo:d) I have lnclated here. with lbunmnt ~ rI marginal Rieden. swftchln& 
prm."'1!de size could tip the balance toward failure for one target species or the other. In his 
letter, of 1112"'°2. f1cNear stat.ct that aJI 3282-65, 3282-66, 3282-74, and n82-81•share the 
same efficacy reports. Althouth not all ol the reports are applicable to each product. I feel that 
al of these studes should be clscussed In the Individual responses that EPA makes to RB 
concerning Its submissions of 11 '26/02. 

201.3 Labelln1 

The proposed revised labels submitted for 3282-65 on 11/lWl are very much lllce those 
accepted by EPA on 2/29/02. The product Is proposed to remain limited to indoor use In areas 
not accessible to children, pets, or other nontarget animals. From the standpoint of efficaq, the 
only chanp needed to these labels Is a slight adJustment to the modified •stngte-feedlng" dalm, 
namely changing "sfngle-feedlng" to .. single night's feedJng" so as to clarify a potentially mlsleadlng 
element to the claim. For the package of 4 wedges, we should make It dear once again which 
mouse graphic we have accepted for this product. 

Certain label embelllshments ha-ve been added to these labels. In one way or another, most of 
these changes pertain to potential hazards associated with the product. One such change 
appears In the '"'DIRECTIONS FOR USE" and consists of a sentence In the "READ THIS 
LABEL:" subsection which refers readers to the NPTN's 800 number "For Information on this 
pesticide product". Often, I doubt whether clearing houses have much, If any, specific 
information on individual pesticide products. In the case of Mouse Prufe II, however, I would 
expect that any clearinghouse for pesticide Incidents would have lnfonnatJon on the product 
because It has been Involved In nany thousands of Incidents. largely because of tts extensive 
penetration of the rodentfdde market and somewhat because o1 the nature of Brodlfacoum. If 
aJI users of the product would read and heed the llmltatfons on acceptable product use which 
appear on the current accepted labels for 3282-65, very few incidents would occur (with the 
product's market share also dedlnlng; perhaps). From 1996 until very recendy, Mouse Prufe II 
was being sold with labeling that EPA had not accepted for It. This practice bepn to change 
after New York State refused to renew the product's State registration due to that problem. 

Among the other safety-related changes Is one that I find to be quite disturbing. In the "NOTE 
TO PHYSICIANS AND VETERINARIANS", the following sentence has been added: 
"Contains Brodifacoum, an anticoagulant with a half-life in the dog or I - '4 days." If not false, 
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that statlmllllt II danterouslY ~ Whlle the plasma half.Wt for this compound=t be 
on the order of 1.4 cfays. 8~ hanas around In the body for nu:h looter (esp In 
the I~ Alchouah some of Brockoum'a various ~ have arJUed tfiat ~ haf Ives 
are not ~t toxlcolop:ally, l)'mptom rebound has been observed 1i dop wNda haw been 
exposed to hdrfacourn and have bMt\ treated acutely wtth Vttamln K.. Some time att.r
posltM reaponses to such treatment. dogs have once aaU\ shown lyqJt.Oms of~ 
pol~ This Is why labels for lroclfaCoum ~"have adYtsed that Vbmln K. 
administration may haft to me ~ for 'up to 30• days. Elevited prothroml*\ Umes may 
last lonser- than that. depen<lns upon the lnltial do~e. ~ this IUbfect Is "out of my_ 
area .. , I feel that I cannot In good c:onsdence let the 'I • 4 days sentence pus wfthout -----
comment. 

I did not ftnd any claim pertain!~ to the control of Warfarfn-reslstant house mice on the pending 
labels for 3282-65. I cld find an ENVIRONMENTAL HAZARDS" section which seems 
Inappropriate for a product that Is~ by Its labeling to Indoor use (where the phrase "mean 
hlgh:water mu1t" mfCht best refer to the bath tub). With all of the misuse that has occurred 
wtth this product. I supposed It would be just as well to keep this section (assu~ that ft does 
not &Ive anrone "ldeu"). 

The proposed revised W>els for 3282-66 differ In many ways from the tabel that IRB accepted for 
this product on I /S/99. Some proposed changes represent Improvements .and wtl not be 
dlsa:ssed In this review. I will note that clalms for cootr.;>i of W~ Ncwwa.r. rats 
and house na ~ on the proposed revised labels for the .. I l OZ IOX" Md the l.2Zs 
BAIT TMr. (Why any promodonal dalms should appear on the bait trays Is somethlnc of a 
mystery as they are not to be sold lnclYlduaJly.) 

The "DIRECTIONS FOR USE" section of the "12 OZ BOX'' label bears a variety of 
changes from the current text which appear to haft been Inspired by comments In the 
Rodentldde Cluster RED and/or In 'Various deliberations that occurred pursuant to that RED. 
Under "CONCLUSIONS", I Indicate how the use directions should be changed from the 
standpoints d efficacy and responsible use. 

The labels for 3282-66 also bear the "I • -4 clays" half-life statement In the "NOTE TO 
PHYSICIANS AND VETERINARIANS". I hope that no one In OPP has bought off on It. 

Because It Is a placepack product. 3282-7-4 has labeling Issues that are slightly different from 
those for 3282-65 and 3282--66. However, the changes that are needed lor 3282-7-4 are nearly 
the same as for those other two products. RB proposes to Include a fun set of "DIRECTIONS 
FOR USE" on the I ..oz placepack that Is to be used to control rats and mice and what amounts 
to a complete house mouse set on the propose mouse-only placepack label. RB proposes that 
the package d size I-oz placepacks bear mouse-only labellng. Consequently, no quaflfyfng 
statements wlll be needed for that label. 

As the labellng Issues for 3282-81 are almost identical to those for 3282-66, I will not discuss 
them here. Under "CONCLUSIONS'', I Indicate the label changes that should be made for all 4 
of these procb:ts. 

202.0 CONCLUSIONS 

All 4 Products 

I. Of the 8 efficacy reports included In your reregistration applications of November 26, 2002, 
for your Brodifacoum bait products 3282-65, 3282-66, 3282-7-4, and 3282-81, the following 
are acceptable: 

a. the report (MRIO# -458121-10) by Baroch (2002a); and 
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b. the Ap01"t (MRIO# 458121-1 I) by Baroch (2002b). 

These ltucles are considered to be appl~ to the bait formulatJons and partk1e sizes that 
Mrwd u test mat.ertals.. Thul. the Baroch (2002a) study lnclcates adequat9 performance of 
1he 'J/16.-dlameter pellet used In It and, because tM bait exposure period wu Umlted to 
one 24-hr period, also supports ~ "'slnite nl&ht'• feeclrW'" ra dalm for that ~ bait. The 
Baroch (2002b) study s~ hOuae mouse daJma and a "'*'lie n'&frt's feeCln(' daJms for 
house mice for the 3132 -diameter pellet that reporte<ly wu used In that studf· 
For the Amlted purpose of lnclc:atlng that commensaJ rats are llkety to chew throu&h the 
pDc:epack material used to access the bait Inside It. the report (MIUD# 458121-12) also 
would be adequate. 

I 

As yet. we do not have documentaUon of the spedflc ~ of the baits that served ·· 
as test mat.ertals In the accepted stucles nor do we have documentation of the cornpotttton 
of the placepack material associated with the MIUO# 458121-12 ~· Thenlore, their 
raevance to the pendlna Conlldential Statements of Formula (CSFs) and pal1tde sJzes for 
1he Vll1ous Brodlfac:oum bait proSJctl reptered to you has not been establlshed. You 
nut provide a submission which Indicates exacdy how each of the batches ol test baits 
used In the 3 stucles mentioned above was formulated and what the pellet clameter was for 
dllt test bait You also must 1nc1cate the prarUde sizes and types that yo~ Intend t«> use for 
~bait prodt.Jcts. It se-G•-' to Yi that you Intend to &ae llf6•-<1ameta- peie~ for Jlel. 
iO •°ld :!it?-7-t and to use 3132•-c1ameter pellets for 3282-65. Please conftnn or c:orrect 
these assumpdons and lnclc:ate spedflcaOy the type of partk:les and mean partk:le stze that 
are to be used for 3282-11. Hlstork:ally, we have not allowed "bridctni' of effk:acy dm 
between pellet sizes or between pellets and meal baits of Identical formulations. 
Considerinc the rather borderilne results and the abundant evidence of marzinal feeders In 
the sCUcles that we have accepted. we see no· &ood &rounds for making exceptions to our 
pncdce with respect to these studies. 

2. The other S efficacy stu<les submitted on November 26, 2002. for these four products and. 
because of shortcomings In procedures and/or performance, cannot be "rehabilitated". If It 
were paired wtth a new choice-feedin& laboratory efficacy trial (e.1 .• Protocol 1.204 or lhe 
"one-day" version of Protocol 1.210) of IOOd quality and appropriate resufts. the mouse 
placepack-penetratlon study (MIUO# 451121-13) by Stafford (2002f) could serve the lmfted 
purpose of lndlcatJng that house mice are llkely to penetnte the placepack material used in 
that study to obtaJn bait. The placepack material used In that study would have to be 
documented as the Inference driwn. would pertain only to that material. 

The Norway rat efficacy trials run by Sprfngbom Smithers Laboratories (MRIO## 458121-
06 and 458121-07) are not acceptable. Along with various procedural shortcomings, the 
data on bait and challenge diet consumption were compromised In the study (Stafford 
2002a) to which we assigned MRIO# 458121--07. As that study has an applicable 
"acceptance" criterion which the data reported failed to meet. it would not have been 
accepted even If It were free of other problems. ~ better acceptance results were 
reported for the study that we assigned MRID# 458121 ~ (Stafford. 2002b). that study 
faJled to meet the mortallty requirement While we are not convinced that the problems 
with determining bait and chalJence diet consumption were solved for the second study, we 
should observe that results of substandard mortality with a well accepted bait typically 
occur If the bait Is grossly underformulated or If there Is a relatively high Incidence of 
marginal feeders In the test groups. The latter seems to have been the case In the Stafford 
(2002b) study, In which 7 of '40 ( 18%) rats in the two test groups consumed 3.3 g of bait or 
less with 6 of those animals surviving. 

The mouse choice-feeding stuc:Jes (MRID## and 458 I 21-08 and 458121--09) also were not 
acceptable. As acknowledged In the report by Stafford (2002d), there were problems with 
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the feed consumption data In the study assl&ned MRIO# 458121..ot. ~ the Uhor' 
wu cl the opinion that the consumption data obtained was skewed In favor of the chaftenie 
clet. thereby artlfklally ~ the acceptance score. we were less sure of that 
Int.el pretaUon than we ww-e 1fr&t the procedures used wwe flawed. PuttJna sand In 1he 
feed contalnln - re=ted from feed by fol - mlaht also have compromsed 
the elRcacy dlta and (~ could have added to the effectlvenen of the lrcested 
antlcoacuflnt. In the~ le) study (MRID# 458121-08), ltepl were taken to 
Improve the accuraq cl the feed consumption data collected. and composite acceptance 
scores of 49.4~ and 59.~ were reported for the two test g_roups. However. onty 65% and 
60% of the bait-exposed mice died In the two replications. Again, a "l&h Incidence ol 
maratnaJ feeders appeared to be the culprit. Fifteen of 40 mice (Jn) survtved exposure to 
the lroclf&coum bait and al of these anlmala accepted the toxic bait at ns of total 
reported feed Intake or less. Thirteen of the survtvtni mice re~ ate less than a iram 
of toxic bait and accepted It at less than I OS of total feed Intake. Aa COl1]>0slte acceptance 
was on the low side of desirable for the mouse study that was accepted (Baroch lOOlb), It 
seems llkely that rejection cl the bait by lnclvlduaJ CD-I mice Is 1 sf&nlbnt p oblem with 
the bait. It' It abo Is a problem with wad-type Mus muscuM. succeslNe uses cl the bd 
would be expected to yield clmlnlshlnc returns u the prevalence of •rejecton" and their 
offsprina Increases In the local population. 

The mouse placepack penetration study (MRID# 458121-13) wu nm with lf"OUP-aaeci 
s!Jbfects ~ endc:ures that Wf.l"e two small to bepl with and then were ~ In hlll. As a 
result, tlld1 subcroup occupied an enclosure that was about 60S smaller than the ntimum 
size Indicated in the relevant protocol ( 1.218) for group-caged mice. Incomplete 5eJ*'itfOn 
of one side from the other In this arrangement might have been a factor In the assumed 
cross contamlnaUon which led to the death of 2 or 3 mice from the control group In the 
aborted first attempt at running this study. Whether cross contamination occurred In the 
second attempts does not seem to be addressed In the report. atthouih there are no results 
reported that sugest that such was the case. 

It appears that the personnel at the Springbom Smfthers Laboratories Involved In these 
studies were competent researchers but were unfamiliar with rodent efficacy testing 
procedures and related conslderatJons. Our personnel had offered assJst:ance with the 
desf&nlna ol these studies and had urged laboratory and Reckitt Benckiser personnel to 
submit the results of the flrst completed study for examination by EPA before others were 
undertaken. Had that occurred. some of the Sprtngbom Smithers studies might have been 
fulty acceptable. Before that facUlty conducts addltionaJ efficacy studies for you, you should 
discuss with them various elements of testing Including. but not limited to, the following: 

a. the need to Improve methods for collecting spilled feed; 

b. the need to ensure that equal numbers of males and females are assigned to groups; 

c. the need to acquire the capacity to produce OPP rat and mouse challenge diet in
house so as to have control of It throughout the entire research endeavor; 

d. the Importance of summarizing results by group and by gender within groups; 

e. the desirability of using Swiss Webster strain mice or wild-type animals In house 
mouse studies; 

f. the need to find a procedure for marking animals that would not appear to potentlate 
the effects of anticoagulant rodentlcldes (I.e., not ear-tagging or toe-dipping); and 
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a. the need to weigh feed containers before and after they are loaded eodt lime they are 
used (u opposed to loadln1 plastic baas with "precise" amounts of <let and assumm,_ 
ttm all ts reliably transferred to the container which maintains a constant wef&ht Itself). 

laboratory penonnel may contact Or. wm1am Jacobs at 703-305-6-406 If they wtsh to 
dlSCUll procedures further. . 

The Item (HP.ID# 00042578) cited to support the dalln of e~nst Warfarin. 
resistant house mice II a resubmission of a study ttat was orig! submitted In 1980 and 
asslsnecf Accession# 243576. That report Is of a 10-anlmal trial supports the clalm 
when considered In conlunctlon with other data submitted In 1978 In a padca&e that was 
assigned the Accession# 23-4660. 

[NOTE TO ADMINISTRATIVE REVIEWER: DEl£TE THE PRECEDING PARAGRAPH IF IT IS 
C>elnMINEO TiiAT DISCLOSURE Of UNCITED MRID OR ACCESSION NUMBERS TO TiilP.D 
PARTIES IS NOT APPROPRIATE.] 

5. Results of bait assays Included In the aforementioned efficacy reports sugest that the 
proposed certified llmlts which appear on the CSFs of" 11115/02• for your Brodlfacoum 
bait products are too broad h we have no Information on hand which lnc:lcates that the 
data that we requested more than a decade ago to support requests to expand the certlfted 
Umlts for your 8roc:lfacoum baits ever wt;re ~uiJm!tted, we remaJn of the ~ that me 
proposed ranie II too broad and that somethin& ~the lines of 0.004S-0.0060S would 
be more appropriate. . 

3282-65 

6. Our accepance of the Baroch (2002b) study ~RID# -458121-11) means 1hat the bait 
fonnuladon and particle size (reportedly 3/32 -diameter pellets) used In that study would be 
acceptable for future use In 3~82-65. I( that bait were shown to be used In 3282-65, no 
additional efficacy studies would be required for Mouse Prufe II as long as Its label continued 
to direct users to open the wedge boxes upon placement for use. That havi"& been said, 
we would be remiss tf we did not observe that there appeared to be palatabdlty problems 
with the test balt(s), at least with some mice. You should consider lmprovtnc this batt 

1. Make the changes listed below to the label for the "1.5 oz and 3.0 oz sizes" that was 
submitted on November 26. 2002. 

a. Chanp the modlfled slngte-feedlng claim on the front panel to read as shown below. 

b. 

House Mice may consume a lethal dose In a single night's feeding wfth first 
dead mice appearing 4 or S days after feeding begins. 

In the "NOTE TO PHYSICIAN AND VETERINARIAN" change the sentence 
"Contains Brodlfacoum, an anticoagulant with a half-Hfe In the dog of I - 4 days" to 
somechfnc which Is neither false nor misleading. If that half-life range were correct and 
the whole story, there would be no need to continue Vitamin K, administration "for up 
to 30 days". k prolonged prothrombin times and symptom rebound have been 
demonstrated for Brodlfacoum. treatments for 30 days or more have been needed In 
clinlcal situations. Therefore, the impression created by the half.fife statement (even If 
accurate for something like plasma) Is misleading and potentially dangerously so. 

8. On the label for the "6oz (I 70g) Outer Carton ( 41 I .5oz wedges" package. make the 
same changes as are noted above for the "1.5 oz and 3.0 oz sizes". Note also that the 
"Graphic • Mouse" that is to appear on the front panel must be the graphic that we 
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accepted In ow letter ol January 26, 2002. and must be used In accordance whti the 
condltfons of acceptance Indicated In that letter. 

3282-66 

6. 

7. 

.... ' .... '. 

Our acceptance of me 8aroc:h (.2002a) study (MRJO# 458121-10) means chat the basic labtl 
claims for controll,. commensal rats and house mice are acceptable for the bait 
formulation and partlde size (reportecly 3/16 • ..<flameter pellets) used In that study. If that 
bait were shown to be used In 1212~ no adcltlonal efficacy studies would be required to 
support rat claims for "d-CONe PELLETS GENERATION II" u ~labels 
contlnu t.o drect users to open the bait trays upon deployment. Altho the rat daJms 
are accepted. the fairly hl&h Incidence of marifnal feeders In the 8aroch la) study, and 
perhaps In the others. sugest that the test matertal could be Improved upon. 

Mouse claims are not suppon.ed f« the 3/16•-clameter pellet by studies reported In the 
efficacy data pacbces submitted on November 26, 2002. 

Make the ctwwes listed below to the label for the "12 OZ BOX" that was submitted on 
November 26, '1002. · 

L 

b. 

c. 

Chanp the modified ~"& dalm.on the front panel to read u shown ~. ,. . 

Norway rats and house mice may consume a lethal dose In a .... nlcht's 
feeclng with flrst dead rodents appearing 4 or 5 days after feedlna becfns. 

In the "NOTE TO PHYSICIAN AND VETERINARIAN" chan,e the sentence 
"Contains Brodlfacoum, an antkoqulant with a half-lie In the do& o I - 4 days" to 
something which Is neither filse nor misleading. If 1hat half-Ufe ranee were correct and 
the whole story, there would be no need to continue Vitamin K1 administration "for up 
to 30 days". As prolonaed prothrombln times and symptom rebound have been 
demonstrated for Brodllacoum, treatments for 30 days or more have been needed In 
cllnlcal situations. Therefore. the Impression created by the half-life statement (even If 
accurate for something llke pQ.sma) Is misleading and potentially dan&erously so. 

Chanfe the "USE RESTRICTIONS:" subsection of the "DIRECTIONS FOR 
USE' to read as Indicated below. 

USE RESTRICTIONS: This product may be used to control Norway 
Rats. Roof Rats, and House Mice Indoors and against the outside walls of 
homes, Industrial, commercial. agricultural, and public buildings. d-Con® 
Pellets Generation II also may be used In transport vehicles (ships. trains, 
aircraft) and In and against the outside walls of related port or tenninal 
buildings. All outdoor placements must be made In tamper-resistant bait 
stations. Do not use this product In sewers. Do not use this product In 
food or animal feed areas. Do not contaminate human or pet food areas. 
Do not place bait near or Inside ventilation duct openings. Do not 
broadcast baJt. · 

d. Delete "In or beside burrows," from the second sentence of the "SELECTION OF 
TREATMENT AREAS:" subsection. This product Is Inappropriate for use In 
burrows. An Instruction to J*;e bait beside burrows might be Interpreted by some as 
an exception to the requirements which limit external placements to locations against 
outside walls and require external placements to be in tamper-resistant bait stations. 
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8. 

.. 
f. 

I· 

Under "APPUCA TION DIRECTIONS:", chanie "rodent ac:tMty" to "rat actlvfty" 
In the third sentence of the Inset paraaraph entftJed "To Control Norway and Roof 
Rats:". 

Insert the headln& "Fonow-Up:" at the be&lnnln& of the last ~ d the 
"APPLICATION DIRECTIONS:" subsectk>n. -

Submit a copy of the "Graphic - Rodent" that Is to appear on this tabel. The rodent 
depicted nut not be d a species that Is not claJmed on this label The graphic may 
not depict ""1 bait appllcadon that Is Inconsistent with the labers required text or that 
might be Interpreted u beln& so. 

On the label for the "l OZ. IAIT TRAY", c:han2e the modlfled slngte-feedlng claim and 
the "NOTE TO PHYSICIAN AND VETER1t{AJUAN" 1n the same ways as are 
Indicated above for the label for the "12 OZ BOX". To accommodate the text that has 
been added to the precautionary sections. you should consider deletln& promotlonal daJrns 
(e.g., "Sofvlng America's Rodent Problems-· and "SATISFACTION GUARANTEED-1 
from the tabel for the bait trays. k those trays are not to be sold lnclvtdually and 
tradttlonally haw had text which contnsts rather poorly with the badcaround color, It Is 
dlfflcult to see rood\ value to having the promotional claims on the tray labels. 

3282-74 

6. Our acceptance of the Baroch (2002a) study (MRJO# -458121-10) means that the basic label 
claJma for controlina convnensal rats and house mk:e are acceptable for the bait 
formulation and particle size (reportedly 3/16.-dtameter pellets) used In that study. If that 
bait were shown to be used In 3282-74, the requirement for a choice feedlna efficacy study 
to support rat daJms would be met. Due to our limited-purpose acceptance of the rat 
placepack-penetratfon study (MRID# 458121-12) by Stafford (2002c), there would be no 
additional efficacy data required to support claJms that the same bait would control 
commensal rats when used In placepacks made of the pardcular material that comprised 
those tested by Stafford (2002c). Still, the data reviewed suggest room for Improvement of 
this bait. 

With regard to house mouse claims, however, we note that data showtni the effectiveness 
of the 3116•-dlameter pellets against this species were not submitted Therefore, any 
possible appllcaUon of the seriously flawed placepack penetration study (MRID# 458121-13) 
by Stafford (20021) to the "penetration" part of the house mouse claim Is put on hold until 
data from an approprtate choice feeding study are submitted and accepted. 

7. The comments lmmedlately below apply to the labels for the "20/ I .O oz Bait Pack Outer 
Box" and the "1.0 oz Bait Pack (for mice and Rats)" submitted on November 26, 
2002. 

a. Change the modified single-feeding claJm on the front panel to read as shown below. 

b. 

c. 

Norway rats and house mice may consume a lethal dose In a slngfe night's 
feeding with first dead rodents appearing 4 or 5 days after feeding begins. 

The only "Graphic - Rodent" that may appear on this product's labeling Is the one that 
we Indicated would be acceptable In our letter of January 26, 2002. Only a depktlon 
of a house mouse may appear on labels for mouse-only "presentations" of this 
product. 

In the "NOTE TO PHYSICIAN AND VETERINARIAN" change the sentence 
"Contains Brodlfacoum, an anticoagulant with a half-life in the dog of I - 4 days" to 
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d. 

somethlna which " neither false nor rnlsleadlna. If that .., ... ranae were correct and 
the whole story, there would be no need to continue Vitamin Kt administration '"for up 
to 30 days". Aa prolona9d prochrombln tlnw Md symptom~ haft.,... . 
demonstrated tor BrocllacOum. treatments for 30 days or more haw been neect.d In 
dlnlal lltuadona. Therefore, the n.,. esslon cnated' by the half-We statement (w f 
accurate for aomethlna Ilka plasrra) Is mlslea~ and potentlaly dan&erouelr 10. 

Chanae the "USE RESTRICTIONS:" subsection of the '"DIRECTIONS FOil 
usr to read as lndcated below. 

=----~==~--==USE RESTRICTIONS: This product may be used to control Norway 
Rats, Roof Rats, and House Mice Indoors and against the outside walls of 
homes, Industrial. commercial, agricultural, and public bulklngs. d-Cone 
Bait Pellets II also rray be used In transport vehldes (ships. trains, aircraft) 
and In and aplnst the outside wals of related port or t.ermlnal bul1dlnp. 
All outdoor placements must be made In tamper-resistant t.lt stations. 
Do not µse this product In sewers. Do not use this product In food or 
animal feed areas. Do not contaminate human or pet food areas. Do not 
place bait near or Inside ventf1adon duct openings. Do not broadcast bait. 

e. 

f. 

h. 

In the second sentence rJ1 the "SELECTION OF TllEA THINT AHAS:" 
subMcdon, change •1n or besle! burrows" to "In burrows". 

Under "APPLICATION DIRECTIONS:", change "rodent activity" to "rat ae1Mty" 
In the third sentence ol the Inset paracnph entlded "To Control Norway and aoof' 
Rats:". 

Change the heading for the third paragraph of the "AP PUCA TION 
DIRECTIONS:" subsection from "For Rats and Mke:" to "Folow-Up". 

8. The commenu Immediately below apply to the labels for the "611.0 oz Bait Pack Outer 
Box" and the "1.0 oz • Bait Pack (for Mke)" submitted on November 26, 2002, which 
we assume wlll continue to be llmlted to mouse-only labeJlna. 

a. Change the modlfled slngte-feedlng claJm on the front panel to read as shown below. 

b. 

c. 

d 

House Mice may consume a lethal dose In a single night's feeding with first 
dead mice appearing 4 or S days after feeding begins. 

The only "Graphic - Rodent'' that may appear on this product's labeling Is the one of a 
house mouse that we lnclcated would be acceptable In our letter of January 26, 2002. 
Only a depiction of a house mouse may appear on labels for mouse-only 
"presentations" of this product 

In the "NOTE TO PHYSICIAN AND VETERINARIAN" change the sentence 
"ContaJns Brodlfacoum. an anticoagulant wtth a hatf-llfe In the dog of I - 4 days" to 
something which Is neither false nor misleading. 

Chanfe the "USE RESTRICTIONS:" subsection of the "DIRECTIONS FOR 
USE' to read as Indicated below. 

USE RESTRICTIONS: This product may be used to control House 
Mice Indoors and against the ouulde walls of homes, Industrial, 
commercial, agricultural, and public buildings. d-Con® Bait Pellets II also 
may be used In ~rt vehicles (ships, trains, aircraft) and In and against 
the outside walls of related port or terminal buildings. All outdoor 
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e. 

pllcwnenta must be nade In tamper-nslstant bait statk>ns. Do not use 
this product In sewers. Do not use this product In food or animal feed 
a.-... Do not contaminate human or pet food areu. Do not place bait 
near or Inside vet1dlatlon duct openlnp. Do not broadcast bait. 

In the secoM ~ of the "SELECTION OF TREA THENT AREAS:" 
subsection, C:hanp .. In or beside burrows" to "In burrows". 

3212-81 

6. 

7. 

Until the form and pellet size of the bait used In this product Is documented to us, we 
cannot determine whether any accepted efficacy study Is applicable to the product as you 
have made It or propose to make It 

Make the chances listed below to the label for the "12 OZ AND J LB. OUTER BOX" 
that was submitted on November 26, 2002. 

a. Ct\anse the modified lllWe-feedln& dalm on the front panel to read as shown below. 

b. 

c. 

d. 

e. 

Norway rats and house mice rray consume a lethal dose In a single nl&ht's 
feeclnc with first dead rodents appeartna 4 or 5 days att.-~ befr& 

In the '"NOTE TO PH'\"SICIAN AND VETERINARIAN" chan.te the sentence 
"Conalns Brodlfacoum. an antJcoaculant with a half~rfe In the do& <:A I - 4 days" to 
~ which Is neither false nor mlsleadlng. If that half-llfe ra,.e were COrTeCt and 
the whole story, there would be no need to continue Vitamin Ki administration "for up 
to 30 days". k pe:olonged prothrombln tJmes and symptom rebound have been 
demonstrated for Broclfacoum. treatments for 30 days or more have been needed In 
dlnlcal situations. Therefore. the Impression created by the half.fife statement (even If 
accurate for something like plasma) Is misleading and potentially dangerously so. 

Chanfe the "USE RESTRICTIONS:" subsectJon of the "DIRECTIONS FOR 
USE' to read as Indicated below. 

USE RESTRICTIONS: This product may be used to control Norway 
Rats. Roof Rats, and House Mice Indoors and against the outside walls of 
homes, Industrial, commercial, agricultural, and public bulclnp. d-Con® 
Ready Mixed Baltbfts also may be used In transport vehicles (ships. trains. 
aircraft) and In and against the outside walls of related port or terminal 
buddings. AJI outdoor placements must be made In Qmper-reslmnt bait 
stations. Do not use this product In sewers. Do not use this product In 
food or animal feed areas. Do not contaminate human or pet food areas. 
Do not place bait near or Inside ventilation duct openings. Do not 
broadcast bait. 

Delete '"In or beside burrows," from the second sentence of the "SELECTION OF 
TREATMENT AREAS:" subsection. This product Is Inappropriate for use In 
burrows. An lnstructJon to place bait beside burrows might be Interpreted by some as 
an exception to the requirements which limit external placements to locatJons against 
outside walls and require external placements to be In tamper-resistant bait stations. 

Note that the two quallfyfng sentences which appear directly under the subsection 
heading "APPLICATION DIRECTIONS:" are to be used onty on the 12-oz box. 
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8. 

f. Under "'APPLICATION DIRECTIONS:". chanae "rodent~ to "'rat actMty" 
In the third sentence of the paracraph entfded "To Control Norway and Roof 
Rats:••. 

&- Insert the heaclna "'Follow-U~" at the f>e&lnnlna of the last paracraph cl the 
"APPUCA TIOlt DIR!CTIONI:" IUbsicdon: 

&- Submit a copy of the "Graphic - Rodent" that Is to appear on this tabel If realistic, 
rodent depicted must not be of a species that Is not dalmed on this label The vaphlc 
may not depict any bait appllcatlon that Is Inconsistent wtth the label's required text or 
that might be Interpreted u belna so. 

On the label for the "3 OZ. IAIT TRAr, ctwwe the modffled s!npe-feedfn& clalm and 
the "NOTE TO PHYSICIAN AND VETERIMARIAN" In the same ways u are 
Indicated above for the label for the "11 OZ IQX AND J LI. OUTQ IOX''. To 
accommodate the added text to the precautionary sections. you should consider deJettnc 
promotional daJrns (e.g .• "Sotvlnt America's Rodent Problems-" and "SATISFACTION 
GUARANTEED ... ") from the labef for the bait trays. As those trays are not to be sold 
lndtvlduaJly and tradltfonally have had text which contrasts rather poorly wtth the 
~~~color. It ls dlffk:ult to see much value to having the promotional dalms on the 

.. . 
• ·- • ..i; .-- - .. • • ,,,. 

wnuam w. Jacobs 
Biologist 
lnsectlclde-Rodentlclde Branch 
February 2, 2~ 
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Table 1. Rat •1-<tay" laboratory . .mc.cy dat1 for -rest Substance Fromula 4-PA-116 (Brodlfac:oum 

50 ppm)9, Repllcatlon I (MRID 1458121·10). 

TESTt SUBJ.t SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

01024 1 M 0.4 22.7 1.7"9 0 
5 M 18.5 11.8 81.1% 1 e 

10 M e.2 22.7 21.5% 1 7 
11 M 8.8 20.3 30.2" 1 e 
12 M 0.3 27.3 1.1% 1 9 
13 M 2.9 29.5 9.0% 1 3 
15 M 19.e 9.9 66.4% 1 3 
27 M 7.1 21.1 27.0% 1 8 
28 M 8.4 22.2 22.4% 1 3 · 
30 M 4.3 25.7 14.3% 1 5 

Males 10 M 75.2 213.2 26.1% 90% 3-9 
Mean 25.5% 

TESTt SUBJ.# SEX BAIT EPA DIET ACCEPTANCE MORTALilY DEATH 
EATEN EATEN DAY 

01024 33 F 5.9 22.1 21.1% 1 4 
34 F 18.0 10.6 80.2% 1 4 
38 F 17.9 11 .8 60.7% 1 4 
38 F 8.2 18.e 33.1% 1 3 
42 F 5.5 21.1 20.7% 1 4 
52 F 4.7 23.3 16.8% 1 6 
55 F 12.7 18.9 40.2% 1 4 
58 F 3.7 23.5 13.6% 1 6 
59 F 8.1 23.4 25.7% 1 2 
60 F 0.8 25.7 3.0% 0 

Females 10 F 83.5 196.8 29.8% 90.0% 2-6 
Mean 29.5% 

Both 20 B 158.7 410.0 27.9% 90.0% 2-9 
Mean 27.5% 
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Table 2. Rat •~•y" laboratory e~ data for "Test S Fromula 4-PA-165 (Brodlfacoum 
50 ppm)•, Repllcdon II (MRIO "458121·10). 

TESTt SUBJ.t SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

01024 3 M 12.3 14.8 45.7% 1 7 
4 M 0.4 28.4 1.4% 0 
8 M 11.3 23.8 32.2% 1 e 
8 M 3.8 26.3 12.0% 1 3 
9 M 2.4 26.1 8.4% 1 3 
17 M a..e 21 .2 28.9% 1 4 
18 M 1.0 26.5 3.6% 0 
21 M 2.5 28.S 8.0% 1 3 
22 M 3.2 24.7 11.5% 1 5 
24 M 18.8 13.8 55.0% 1 2 

Males 10 M 61.9 2~.o 20.9% 80% 2-7 
Mean 20.7% 

TEST# SUBJ.# SEX BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN Dy .. 

·-
01024 31 F 18.8 15.7 51. 7% 1 3 

32 F 10.0 15.6 39.1 % 1 3 
37 F 8.0 17.9 30.9% 1 6 
39 F 7.2 17.4 29.3% 1 5 
40 F 15.1 7.8 85.9% 1 3 
41 F 10.2 15.5 39.7% 1 3 
43 F 9.5 21.0 31.1% 1 5 
45 F 7.7 20.2 27.6% 1 6 
48 F 8.8 19.3 31 .3% 1 4 
49 F 9.8 20.9 31.5% 1 4 

Females 10 F 102.9 171.3 37.5% 100.0% 3-8 
Mean 37.8% 

Both 20 B 1&4.8 405.3 28.9% 90.0% 2-7 
Mean 29.2% 
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e e 
Tlllllle 3L ftll "1f.49f ..._ 'f ll'lloeey dllll IDf .,. ... •lbllll ioe '"°""'* lrftA-1 .. "1~ llldl 

~."~I (MN) '451121.Q7), hm IW clllil ...._ 

TESTI IUBJ.t RX BAIT EPACET N:;UPTNa. MORTAUTY DEATH 
EATEN EATIN OAY 

1SM>. • .. eu 11S.O S7.ft 1 • 4102 1' .. 70..1 17.1 151ft 1 • 21 .. 20.7 347.8 5ft 0 
2J .. .a..s IU 31.ft 1 7 
21 .. 20.7 112.4 HS.ft 1 10 
S1 .. IU 71.4 54~ 1 7 

• .. 1U 14.0 11.1 .. 1 • 39 .. .... 14.I 43.5,. 1 5 
41 .. 35.0 S5S.I 

··~ 
1 11 

• .. 14.0 115.S 10.ft 1 5 

...... 10 M 431.1 1~.4 23~ .,.. 5-11 ...... 27.ft 

TESTf SUBJ.I SEX BAIT EPACET N:;UPTANCE MORTALITY DEATH 
EATEN EATEN OAY 

13'NO. • f' 1U 21 .. 72.ft 7 
4102 10 F 128.1 IO.I 58.1 .. 8 

14 F 117.5 14.7 14.ft I 
21 , 45.2 11.0 35.ft 7 
21 , 27.7 •.5 21.ft 1 
34 f' 20.2 100..S 11..K 7 
31 F 3UI 11.1 43.,,. 5 
52 F 48.0 54.1 45.ft 5 
54 F 81.2 54.7 11~ 7 
80 F 83.1 22.3 73.K a 

, ..... 10 F &41.5 947.1 !50.~ 100.0'JI. 5-8 ...., 48.4 ... 

8o9I 20 a 1080.4 2071.3 342'6 &e.O'JI. 5-18 ...... 31.5 .. 

Tatile 3b. Ra ·1~ i.bcnDy .mc.cy mta Jot 'Tlllt Submnc:e F'°'"'* 4-f»A-185. 311~ Inch 
clllmlllt". ~' I (MRIO t.ea121-4'1). hm "COMPU'TE1'IZE DATA". 

TUTt SUBJ. I SEX BAIT EPAOET ACCEPTANCE MORTALITY DEAlli 
EATEN EATEN DAY 

13790. • .. )5.0 113.0 23.ft 1 I 
4102 11 .. 51.8 87.9 . 43~ 1 8 

21 .. 72 347.8 2.~ 0 
23 M 22.8 12.9 18..ft 1 7 
25 M 9.3 112.4 5~ 1 10 
31 M 35.8 78.4 31~ 1 7 
35 M 10.a 13.9 11 ..... 1 8 
38 .. SU 94.8 33.~ 1 5 
41 M 8 .9 353.9 2.5'1' 1 18 

• .. 2.4 115.5 2.~ 1 5 

Miies 10 .. 212.8 1430.3 12.K '°"' !>-18 
Mleri 17 ..... 

T£STI SUBJ. I SEX BAIT EPAOET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

13790. 8 F 58.1 21.4 99.7"' 1 7 
4102 10 F ~.8 ll0.8 51.0.. 1 8 

14 F 82.7 94.7 ·~ 1 8 
2e F 302 11 .0 272 .. 1 7 
28 F u 99.5 83"' 1 7 
34 F 5.5 100.3 52,. 1 7 
38 F 38.1 51 .1 41 .4'1' 1 5 
52 F 42.8 54.1 43.K 1 5 
54 F 81.2 54.7 52.n 1 7 
eo F 58.4 22.3 n .7"' 1 8 

f'emalel 10 F 4*1.2 947.8 41.5 .. 100.0'JI. !>-& 
~ 41 .R 

Bott 20 B en.a 20n.1 24.5'1' 95.0'JI. !>-16 
Mean 29.6'1' 
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T.,.. 4. Rlt •15-day"' laboratory emcacy data for "Test Substance Fromca 4-PA-185, 3118- lnc:h 
diameter", Repllcation 11 (MRID MS8121-07) from "COMPUTERIZED DATA•. 

TESTt SUBJ.t sex BAIT EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

13780. 1 M 50.1 87.8 42.5% 1 9 
4102 3 M 110.3 2.4 97.K 1 a 

13 M 2.4 88.7 2.~ 1 5 
15 M ea.o 20.2 n.1"1 1 5 
27 M 72.2 2e.1 73.4% 1 7 
29 M 3.9 318.7 1.2% 1 15 
37 M 49.8 114.4 30.3% 1 11 
53 M 15.3 295.0 4.9% 1 15 
57 M 70.8 40.3 63.7'1. 1 7 
59 M 12.8 189.7 8.3"1 1 10 

Males 10 M 455.4 11e1.3 28.2% 100% 5-15 
Mean 4'0.C,,, 

TESTt SUBJ.t SEX BAIT 
. 

EPA DIET ACCEPTANCE MORTALITY DEATH 
EATEN EATEN DAY 

13760. 2 F 8.8 181.3 4.8% 1 11 
4102 8 F 35.9 62.5 3&.5% 1 7 

12 F 41.0 83.7 39.2% 1 12 
18 F 48.9 43.3 52.0% 1 16 
18 F 48.3 45.4 50.5% 1 7 
20 F 77.7 15.3 83.5% 1 7 
24 F 4.2 107.8 3.8% 1 7 
30 F SM.5 79.5 54.3% 1 15 ... F 37.7 99.8 27.4% 1 7 
58 F 39.8 45.6 46.5% 1 4 

Females 10 F 432.6 744.2 3&.8% 100.0% ... 16 
Mean 39.8% 

Both 20 B 888.0 1905.5 31.8% 100.0% ... 16 
Mean 39.9% 
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Tltlle k ,._.,.._. lilbcll•r ..l-..1ar•4-ft~1t5, 3'1~ c11n1111r ~. 
fhfl:1l11111~.m.11N>t«11121.Qlt 

TESTf Ital.I RX MIT EPA OIET ACCEPT>HCE MOftTAUTY DEATH 
EAT!H EATEN DAY 

13'1IO. I M 2.U 4U 37.2' 1 4 
410I ti .. 22.1 1U 515.ft 1 • 11 .. u ..... 11.ft 1 I 

2' .. u 74.1 to."' , 7 • .. u 87.t I.ft 1 ,, 
" M u 14.t 13.ft 0 
S7 .. 17.2 SU 23.7' 1 7 
0 M u IU 4.ft 0 
47 .. 43.5 ... .,,,. 1 7 .... • M 134.3 ~7.2 24.81' 7K 4-13 ...... 27.ft 

TESTf SUIJ. t SEX BAIT EPADIET ACCEPTNa MORTAUTY DEATH 
EATEN EATEN DAY 

13190. • F I.A 27.1 2S.7'1i 1 • 4108 11 F 25.7 3U .... 1 1 
22 F 38.1 25.t !II.ft 1 • 24 F .... 21.1 •-" 1 4 
21 F •.2 ... 14.7'1. 1 • 21 , 41.2 20.5 .,,,. 1 • • , .. , 13.7 77.t• 1 11 
40 F ... sa 11.11' 1 • .. F ,. 1U 7A 0 
52 F 11.0 2-t• 43.31' 1 a 
se F 23.4 2U 45.ft 1 • 

~ 11 F 314.0 213.5 54.41' 81'4 4-11 ...... 49.0.. 

8lllt 20 8 441.3 170.7 40.1 ... 85'4 4-13 ...... 34..W 

Tltlle Sb. Riil 9).dly" llbonlDy tllc8cy dlla fof 04-PA-195, ~16-inch diamar pelleb", 
Repbllon I (StJilbd, 2002d, ~ 1«58121-08). 

TESTf SUBJ. I SEX MIT EPADIET ACCEPTANCE MORTALITY OEATH 
EATEN- EA~ Dot.Y 

13790. 5 M 7.3 S2.7 11.n 1 7 
4108 7 .. 2.1 27.1 7.a. 0 

• M a.o 71 .7 10.a. 1 7 
11 M 12.8 70.1 15.n 1 e 
11 M 38.1 38.1 51 .7'1. 1 e 
27 M 38.9 43.i 48..W 1 7 
45 M 3.3 352 a.n 0 
51 M 27.1 81.5 30.ft 1 5 
55 M 3.2 20.8 13.3'4 1 9 
57 M 27.2 30.3 47.3'4 1 5 
58 M e.a 42.3 523 1 7 .... 11 .. 214.2 473.1 31.21' 112' 5-8 ...., 27.4'4 

TESTt SUBJ. I SEX MIT EPADIET NXEPTNCE MORTALITY OEATH 
EATEN EATEN DAY 

1S1'80. 2 F 48.8 18.7 71.4'4 1 7 
4108 4 F 12.5 25.3 33.1'4 1 • 10 F 45.2 20.7 ee.n 1 5 

18 F 48.7 182 75.oe.. 1 7 
30 F 21.7 21.4 43.3'4 1 5 
34 F 2.1 182 14.7'1. 0 
42 F 19.9 26.9 42.5'4 1 10 
4e F 38.3 23.4 82.1'4 1 • 50 F 40.4 21.0 se.n 1 • 

Fem9les • f 27'8.1 204.8 57.4'4 88.8'4 S.10 ...,.. 52.1,. 

Bael 20 a 490.3 en.t 42.0.. as.~ S.10 
M9en 38.5'4 
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. "" e e 
Tlllll IL ._ .,__.. llbotm'f ~ Cfll8I lw"~1115, ~.ft:ltl .,,.,_ ,...-, 

fllsplcllan I~. JOC111. ..... 1214) 

TESTt IUILl. t SEX INT EPADIET N:al'fAHCE MORTALITY OEATM 
EATEN IATIH ~y 

13780. I .. 10.t 2A IQ.ft 1 • 410I 11 .. tu a.t IO.ft 1 • 215 .. •.t .O.J 103.49' 1 • 21 ... u 1U •..w 0 
31 .. u 11..5 5.K 0 
a ... 10.3 2.1 es.1,. 1 4 
45 .. 7.5 OA ...... 1 4 
~ M 1.0 4.1 IS.1'6 1 • 51 M 0.7 11.1 4-W 0 
55 M ... 0.1 '2 1 s 
58 .. u 1.2 '°'°"' 1 5 

....... 11 M 74.7 •.o 55.ft mr. ... ...., IOA 

TESTt Sl8J.t IEX MIT EPACET N:X:EPTAHCE MORTALITY OEATM 
EATEN EATEN ~y 

13790. 2 , u 2.5 72A 1 • 4108 10 , u t.5 3.1'6 0 
14 F 5A 0.0 100.0.. 1 7 
20 F o.e 11.2 '·'"' 0 
28 F 10.1 u 8'.ft 1 7 
)4 , 0.7 10.1 .. ..,,. . 0 
31 , u u 215..w • 1 7 
«> F 0.8 1U ,..,. 0 

'° F u 0.5 ...... 1 7 

Fernalea • F 38.0 54.2 311.ft 58' 1.e ...,, .... .,,. 
Bolt 20 8 110.7 113.2 ...... 8511 ... ...., 53.K 

Table eb. *'-93-dly'" laboratory .mc.cy dllta for "4-P,..195, 3132.ft:fl dimmlW pellllb", 
~I (Stlftord. 2002.e. MRI> "51121~. 

TESTt SUllJ. t SEX BAIT EPACET N:X:EPTAHCE MORTALITY OEATM 
EATEN EATEN DAY 

13780. 1 M 0.4 13.I 2ft 0 
4108 5 M 0.8 ... aw 0 

• M 11.7 0.3 97.5,. 1 10 
13 M 10.7 2.4 81 .7' 1 I 

" .. 1A 11.3 11 ft 0 
21 M 14.2 0.2 te.n 1 4 
23 M 12.I 3.3 71.ft 1 8 
27 .. 2.8 9.2 22.ft 0 
33 M 11 .4 0.8 95.mlt 1 5 

....... I .. 85.9 48.1 57.ft 58' 4-10 ........ 55.1 .. 

TESTt SUBJ.I SEX BAIT EPACET N:X:EPTAHCE MORTALITY OEATM 
EATEN EATEN DAY 

13780. 4 F 10.4 1.5 87.4,. 1 a 
4108 8 F 0.5 4.1 9..W 0 

18 F 0.7 u an 0 
:ze F 12.4 3.4 78.5,. 1 4 
38 F 0.4 10.3 3.7' 0 
42 F 10.8 .0.1 100.ft 1 9 .. F t .7 5.5 83.8'6 1 7 
48 F 0.5 t .7 4.ft 0 
52 F 1UI 1.3 90.1 .. 1 5 
58 F 8.7 3.2 73.141 1 7 
eo F 132 2..5 84.141 1 5 

,.,.... 11 F 79.1 51.1 80.ft 83.ft 4-8 ...., 54.8'6 

Boeh 20 B 145.0 tu se.n '°·'"' 4-10 
Mein 54.9"' 

122



e e _.,.op 

Table 7. Swlu Webeter ltraln houee mouee •1-<S1y" laboratory~ data for 0.005% Brodtf800um MOUN 
Prufe II (MRIO M58121-11~ 

TEST• CAGE SEX NO. BAIT EPA DIET ACCEPTANCE NUMBER MORTALITY OAYS_TO 
MICE EATEN EATEN DYING OEA'TM 

Replication 1 

00040 A M 5 4.3 16.0 21.~ 5 1~ ~7 
M M 5 e.e 14.3 31.~ 5 100% 5-8 

Subtotal A&M M 10 10.9 30.3 26.5% 10 100% 4-8 

00040 B F 5 1.9 9.7 16.4% 5 100% 6-8 
0 F 5 3.6 14.9 19.5% 5 100% ~1 

Subtotal B&O F 10 5.5 24.6 18.~ 10 100% 5-8 . . ... ~ 
TOTALS A,M,B,O Both 20 16.4 54.9 23.0% 20 100% ~ 

22.4" 

Replication 2 

0004£) c M 5 5.2 12.1 30.1% 5 100% ~7 
I M 5 8.6 12.2 41.3% 5 100% ~ 

Subtotal C&I M 10 13.8 24.3 36.2% 10 100% ~7 

00040 L F 5 5.4 12.4 30.3% 5 100% s.e 
N F 5 4.3 14.3 23.1% 5 100% 3-8 

Subtotal l&N F 10 9.7 26.7 26.6% 10 100% ~ 

TOTALS C,l,L,N Both 20 23.5 51.0 31.~ 20 100% ~ 
31 .4% 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

January 09, 2003 

MEMORANDUM: 

Subject: 

From: 

To: 

Applicant: 

EPA Reg. No.: 3282-81/d-Con® Ready Mixed Baitbits 
DP Barcode: D287561 
Case No.: 2760 

Maria Rivera Piansay, Chemist 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

Venus Eagle-Kunst, CRM 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

Reckitt Benckiser, Inc. 
1655 Valley Road 
Wayne, NJ 07474 

FORMULATION FROM EPA Reg. No. 3282-81 LABEL: 

Active Ingredient(s): 
Brodifacoum: 3-[3-( 4'-bromo-[1, 1 '-biphenyl]-4-yl)-1,2,3,4-tetrahydro-

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

% by wt. 

1-napthalenyl]-4-hydroxy-2H-1-benzopyran-2-one ........................... .. 0.005% 
Inert lngredient(s): ...................................... ~ .............................................................. 99.995% 

Total: 100.000% 

1 
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--------- -----------------

BACKGROUND: 

In the 8 month response to the Rodenticide Cluster RED, the registrant is citing acute oral, 
acute dermal, acute inhalation, primary eye irritation, primary dermal irritation and dermal 
sensitization studies to support the reregistration of EPA Reg. No. 3282-81. The MR.ID numbers for 
the cited studies are as follows : 449837-01(870.1100),457189-01 (870.1200), 457607-01 (attrition 
study for 870.1300), 445979-01 (870.2400), 440217-03 (870.2500) and 440217-04 (870.2600). 

The acute oral and acute dermal studies were reviewed and accepted by M. Lewis of 
PRB/SRRD on 10/15/02 and 10/30/02, respectively. The acute inhalation study (attrition study) was 
found acceptable by PRB/SRRD and the waiver request for acute inhalation was granted. The 
primary eye irritation, primary dermal irritation and skin sensitization studies were found 
unacceptable by PRB/SRRD on 03/28/02, however, the studies were categorized and no additional 
data were required. Refer to the review by M. Lewis of PRB/SRRD dated 10/16/02 (Barcode 
number D285919) in connection with the acute toxicity requirements for EPA Reg. No. 100-1050. 
The subject product and EPA Reg. No. 100-1050 are both listed under Batch 2 of the Batching 
Appendix of the Rodenticide Cluster RED. 

RECOMMENDATIONS: 

The subject product may cite all acute toxicity studies listed above, to support its 
reregistration requirements·. All acute toxicity requirements for the subject product are satisfied. 

The acute toxicity profile for EPA Reg. No. 3282-81 is currently: 

Acute Oral IV Cited 
Acute Dermal III Cited 
Acute Inhalation IV Cited 
Primary Eye IV Cited 
Primary Dermal III Cited 
Skin Sensitization Non-sensitizer Cited 

2 

125



• 

LABELING: (for Homeowner use) 

ID #s: 003282-00081 d-CON® :READY MIXED BAITBITS 

SIGNAL WORD: CAUTION 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS: 

Hannful if absorbed through skin. A void contact with skin, eyes, or clothing. Wash 
thoroughly with soap and water after handling. Wash hands before eating, drinking, 
chewing gum, using tobacco, or using the toilet. 

FIRST AID: 

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately 
with plenty of water for 15-20 minutes. Call a poison control center or doctor for treatment 
advice. · 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-xxx-xxxx for emergency medical 
treatment information. 

Note to CRM/PM/Registrant: 

The proposed label should contain a Note to Physician which addresses the presence of an 
anticoagulant. The following statements are some suggested types of information that could 
be included, if applicable: 

- technical information on symptomatology; 
- use of supportive treatments to maintain life functions; 
- medicine that will counteract the specific physiological effects of the pesticide; 
- comp·any telephone number to specific medical personnel who can provide 

specialized medical advice. 
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LABELING: (for commercial use) 

ID #: 003282-00081 d-CON® READY MIXED BAITBITS 

SIGNAL WORD: CAUTION 

HAZARDS TO HUMAN AND DOMESTIC ANIMALS: 

Harmful if absorbed through skin. A void contact with skin, eyes, or clothing. Wash 
thoroughly with soap and water after handling. 

FIRST AID: 

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately 
with plenty of water for 15-20 minutes. Call a poison control center or doctor for treatment 
advice. 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-xxx-xxxx for emergency medical 
treatment information. 

USER SAFETY RECOMMENDATIONS: 

Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet. 

Note to CRM!PM/Registrant: 

The proposed label should contain a Note to Physician which addresses the presence of an 
anticoagulant. The following statements are some suggested types of information that could be 
included, if applicable: 

- technical information on symptomatology; 
- use of supportive treatments to maintain life functions; 
- medicine that will counteract the specific physiological effects of the pesticide; 
- company telephone number to specific medical personnel who can provide · 

specialized medical advice. 

4 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

April 27, 1999 

MEMORANDUM: 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Subject: Acute Inhalation Waivers for EPA Reg. No. 3282-74 (d-Con LIM-NS) 
and 3282-81 (d-Con Ready Mixed Generation II) 

Case Name: Brodifacoum 
- Case No.: 2755 

From: Ann Hanger, Environmental Protection Specialist a.~ 
Product Reregistration Branch ..<\) 
Special Review and Reregistration Division (7508C) \AJ' 

To: Venus Eagle, CRM 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

Applicant: Reckitt & Colman, Inc. 
1655 Valley Road 
Wayne, NJ 07474 

BACKGROUND: In response to the RED for Brodifacoum, Reckitt & Colman requests 
waivers for the acute inhalation toxicity studies for two Brodifacoum products, EPA Reg. Nos. 
3282-74 and 3282-81. The waiver rationale from the registrant is based on the solid, non
friable bait pellet composition of both products, low vapor pressure, supporting acute oral and 
dermal toxicity studies, and lack of customer call-ins related to inhalation exposure over the 
last three years. The registrant claims that normal handling of both d-Con products: 

• do not generate aerosols, vapors or significant dust which would result in 
significant inhalation exposure to these products; 

• do not produce significant systemic toxicity by oral or dermal routes of exposure; 
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• do not result in inhalation exposure or inhalation toxicity based on actual human 
use data. 

RECOMNIENDATIONS: At this time, the acute inhalation waiver requests are denied. Although 
both products are in pellet form, the Agency is concerned about potential acute inhalation toxicity 
resulting from exposure to defiant particles that may be generated during packaging, shipping and 
handling. Due to the relatively toxic nature ofbrodifacoum and the potential hazard that could 
result from dust inhalation, the Agency requests the performance of a granular attrition study to 
demonstrate that the test material is non-friable. The results of this study will indicate whether 
the granules are likely to produce fine particles when subjected to shipping and handling. A 
complete and thorough description of all attrition study parameters and resulting particle size data 
should be included as part of the resubmission. If the granular attrition simulation indicates less 
than 1 % of particles are smaller than 100 micrometers in size, the Agency will reconsider the 
waiver requests for the acute inhalation studies. 

In response to the registrant's other claims, the results of the acute oral and acute dermal toxicity 
studies are not necessarily representative of the degree of inhalation and, therefore, are not 
adequate to support the waiver request for acute inhalation. Furthermore, the lack of customer 
calls related to inhalation exposure over the past 3 years is not indicative of a minimal 
inhalation risk to humans. 

At this time, the waiver requests for the acute inhalation study is denied and the Agency 
requests that a granular attrition study be performed. However, the Agency may reconsider 
the waiver requests upon receipt of particle attrition data. 
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MEMORANDUM 

SUBJECT: Request for review of Data Waiver(s) and/or Time Extension(s) 
Submitted in Response to the Product Specific DCI Issued With: 

Case #: -Z '1 z:; S 

TO: Debra McCall, PRS/PCRS/TRB/RD 

p~~ ~(e- , CRM 

Telephone# 703 · 3o<&· ~o4s 

fROM: 

Please review the attached request(s) for data waiver(s) and/or time 
extension(s). Please give recommendations for approval, disapproval or 
other action(s) with rationale/reasons as appropriate. 

EPA Product GLN# T Approval/ EPA Product GLN# 
Registration # w Dissapproval/ Registration # 

• Other Action 
.... --

! ~zPJz-74 f)1-3 w ND 

3Zf?;2- f) I 9JI - '3 LU }JO 

la 

- -

• T = Request for Time extension 
W = Request for data Waiver 

&JC iA -~ 
Reviewer's Signature 

T Approval/ 
w Disapproval/ 
• Other Action 

4./~~f°/ ~ 
Date 
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Request for a Waiver of the Requirement to Conduct an Acute Inhalation 
Study-Guideline 81-3 

d-Con LIM-NS Rat Killer in Ready-To-Use Bait Packs, EPA Reg. No. 3282-74 
ID# 3282-RD-6924 

Case Name: Brodifacoum 
Case No.: 2755 

In response to the Data Call-In Response of the Reregistration Eligibility Document 
(RED) for Brodifacoum, Reckitt & Colman requests that the requirement to conduct an 
acute inhalation toxicity study on the above D-Con rodenticide product be waived. The 
Agency's Interim Policy on Waiver Criteria for Inhalation Studies, a Memorandum from 
Penelope Fenner-Crisp, Director Health Effect Division, to Anne E. Lindsay, Director 
Registration Division, Policy on Acute Inhalation Toxicity Data Waivers, 12/8/91), states 
that 11 

••• waivers can be granted provided the Registrant adequately demonstrates that 
inhalation exposures will not occur under conditions of use ... " This reference also states 
that "Some pesticides are by their nature impossible to generate in inhalable form and 
thus pose no inhalation hazard. These include ... non-friable granules." In addition, as 
stated in this reference, "Any chemical which cannot be generated as an aerosol and has a 
low vapor pressure is an excellent candidate for a waiver." Reference is also directed to 
the Acute Toxicity Waiver Guidance Document, a 1993 Memorandum from Thomas C. 
Ellwanger, Section head, Precautionary Review Section, Registration Division. The 
above references are attached. 

Due to the chemical and physical characteristics of this product and the conditions of its 
registered use, significant inhalation exposure is not expected to occur during normal use. 
We believe that the following information and data demonstrate adequate support for this 
waiver request: 

1) This product consists of solid, non-friable bait pellets which generate only a minimal 
amount of dust during packaging, shipping and handling. They are packaged in ready-to
use bait trays or wedges (no larger than 3 oz. or 85 g) and exposure to the end-user is 
minimal when opening and hand placing the packages. In the unlikely event that any dust 
from the D-Con pellets were to be inhaled by the end-user, the information below on both 
animal toxicity and human use indicate that no adverse effects would be expected. : • • • • • 

• • •••••• • 
• • • • •• • 

2) The active ingredient brodifacoum cannot be generated as an aerosot becoose it-is • •••••• 
bound up in the solid, non-friable pellet. Brodifacoum has a low vapor pres~te (9.S x 10-
7 Torr~ pg. 48 EPA Rodenticide Cluster RED). Therefore, exposure to anv vanor is:•• • • .•.. ~ . .. 
anticipated to be negligible reducing the likelihood of inhalation exposu~:el.f!ase refer.to 
EPA memorandum on Acute Toxicity Waiver Guidance Document. In particular, tb.e. ••. 
note on the bottom of page 4, "Vapor pressure levels are considered in relation to th~··· 
toxicity of the material under consideration." •:: •: • 
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3) Acute toxicity studies showed that D-Con bait products containing 0.005% 
Brodifacoum have an Oral LD50 value of greater than 5000 mg/kg in rats and an acute 
dermal LD50 of greater than 2000 mg/kg in rabbits (see attached studies). We feel that 
the dermal LD50 is likely to be greater than 5000 mg/kg considering that the dermal 
LD50 of the brodifacoum formulation concentrate (0.25%), which is 50x higher than the 
end-use brodifacoum concentration of 0. 005%, was greater than 2000 mg/kg in rats 
(Rodenticide cluster RED pg. 12) and no deaths were observed at 2000 mg/kg dose in 
rabbits in the dermal limit study with the 0.005% product. These data place the D-Con 
bait pellet products in EPA Category IV and demonstrate that there is little risk of 
systemic toxicity by exposure to this product via different routes of exposure. Based on 
the known data, no systemic toxicity would be expected from inhalation exposure to 
products containing 0.005% brodifacoum. Therefore, given the acute toxicity profile of 
the 0.005% brodifacoum bait pellet products, we feel that little useful information will be 
gained by conducting an acute inhalation toxicity study. 

4) During the past (3) years, our records of customer call-ins indicate a total of (58) 
customer calls regarding the over 92 million units of product sold. None of these calls 
involved inhalation exposure related to D-Con. These data support the prediction that 
residential use of D-Con does not result in significant inhalation exposure and that there 
is minimal to no risk of inhalation toxicity to the end-user. 

These data indicate that the normal handling ofD-Con: 

- does not generate aerosols, vapors or significant dust which would result 
in significant inhalation exposure to these products; 

- does not produce significant systemic toxicity by oral or dermal routes 
of exposure; 

- does not result in inhalation exposure or inhalation toxicity 
based on actual human use data. 

Based on the above, we believe that these data are sufficient to justify a waiver of the 
required inhalation toxicity study. As cited in 40CFR Subsection 158.45 (a), " .. . thee • •••••• 
generation of acute inhalation toxicity data would not be useful in the Agency's • 
evaluation of the risks or benefits of the product" and because further testing would:•••:• 
needlessly use additional laboratory animals. •••••• • 

• • • • • • • •••••• •••••• • • • •• 
••••• • • ••••• 

•• • • • • • • • 
• 

• •• • • • •••• 
•• • • • • •• • 
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Attached References: 

US EPA OPPTS Interim Policy on Waiver Criteria for Inhalation Studies, a 
Memorandum from Penelope Fenner-Crisp, Director Health Effect Division, to Anne E. 
Lindsay, Director Registration Division, Policy on Acute Inhalation Toxicity Data 
Waivers, 12/8/91. 

Acute Toxicity Waiver Guidance Document, a 1993 Memorandum from Thomas C. 
Ellwanger, Section head, Precautionary Review Section, Registration Division. 

US EPA OPPTS Reregistration Eligibility Decision (RED); Rodenticide Cluster. List B, 
Cases 2100, 2205, 2755, 2760, 2765, and 2810. Pgs. 12 and 48. July, 1998. 

Oral Toxicity in Rats on Rodenticide U-1-86. MB Research Laboratories, Inc. Project 
84-7069A. 1984. 

Acute Dermal Toxicity in Albino Rabbits on Rodenticide U-1-86. MB Research 
Laboratories, Inc. Project 84-7069B. 1984. 

•••••• • • • • • 
····~· • • •• 
••••• • • 
····~ 

• • •••••• • 
• • •••••• • 

• 
• • •••••• • 
•• • • • • • • • 

• 
• •• • • • •••• 
•• • • • • •• • 
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DATE OUT: 15/JUNE/04 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: TGAI [ ]; MUP [ ]; EUP [x] 
BARCODE No.: 303912 EPA R,ECEIVED DATE: 04/12/04 MRID Nos.: 462395-01. 462395-02 
Reg./File Symbol Nos/Product Names: 3282-65/d-CON Mouse Prufe IL 3282-66/d-CON Bait Pellets. 
3282-74/d-CON Bait Pellets II. 3282-81/d-CON Ready Mixed Baitbits 
COMP ANY NAME: Reckitt Benckiser, Inc. Action Code: 675 

FROM: Maria Rivera Piansay, Chemist r 11,.::.._,, f ~ 
Product Chemistry Team · \ U 

TO: 

PRB/SRRD (7508C) 

Venus Eagle-Kunst, CRM 
Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 

INTRODUCTION: 

With this resubmission, Reckitt Benckiser, Inc., provided additional product chemistry data (Storage Stability and 
Corrosion Characteristics) in support of the FIFRA Section 4 reregistration of EPA Reg. Nos. 3282-65 (d-CON 
Mouse Prufe II), 3282-66 ( d-CON Bait Pellets), 3282-7 4 ( d-CON Bait Pellets II), and 3282-81 ( d-CON Ready Mixed 
Baitbits). , 

FINDINGS: 

1. The product chemistry data provided in MR.ID numbers 462395-01 and 462395-02 are adequate and 
satisfy Guidelines GLNs 830-6317 and -6320 which pertain to the products' Storage Stability and 
Corrosion Characteristics, respectively. The study was conducted for an extended period of 2 years. 
Samples were stored at room temperature and were analyzed for active ingredient content at the end of 
the 3"1, 6th, 12th and 24th -month periods. The study was expanded to include samples stored at an 
elevated temperature (105°F) and analyzed for percent active ingredient after 3 months of storage. The 
active ingredient was determined using HPLC, with UV detection at 262 nm. Separation was achieved 
with an ODS column and a methanol/water/acetic acid mobile phase. The study was conducted in full 
compliance with the GLP standards. 

An interim report on the study was previously submitted to the Agency for review (M. Piansay, Barcode 
# 289656, dated 05/08/03) in which it was concluded that the method of preparing analytical samples 
were questionable, therefore, the laboratory utilized an alternate method of preparing the samples during 
the 6-month analytical interval. The Agency accepted the new method, however, the registrant was 
requested to submit supporting data to establish validation of the method. In this resubmission, the 
registrant provides a comprehensive report on the completed 2-year study (MR.ID number 462395-02) 
showing results from both the old and the new methods. Analyses on freshly made products were also 
conducted using the new method. Results are presented in MR.ID number 462395-01. 

Data Summary (MR.ID number 462395-02): 

Reference# Ave. Brodifacoum (ppm) 

811-048A 49 
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2. The Corrosion Characteristics study was conducted in combination with the Storage Stability study. The 
products' packaging were evaluated for any changes such as leaking, paneling, cracking or 
discoloration, at each time interval (only room temperature samples were evaluated). Samples were 
observed for phase separation, precipitation, clumping, or discoloration. Visual observations at each 
time interval revealed no significant physical changes in the packaging or in the samples. 

The submitted Storage Stability and Corrosion Characteristics data are acceptable to support these products and 
the registrant has now satisfied the product chemistry data requirements for the reregistration of EPA Reg. Nos. 
3282-65, 3282-66,"3282-74, and 3282-81. 

NOTETOCRM: 

Except for the suggested blocking of the Storage and Disposal section with solid lines (which should be 
addressed during label review), the product chemistry aspects of the draft labeling for all four products 
are acceptable, as noted by P. Horng in previous reviews. 

M.R. Piansay and Central File (EPA Reg. Nos. 3282-65, -66, 74, -81) 
7508C:SRRD:PRB:CM-2: M.R.P.:'(\5/JUNF103):703-308-8063:<3282-65, -66, 74, -81> 
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DATE OUT: 7/JAN/2003 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF Manufacturing Use· Product[], End-Use Product [x] 
BARCODE No. : D287564; CASE No.: 026120 ;EPA RECEIVED DATE: 31/0CT/02; EPAREG./File 
Symbol No.: 3282-81; PRODUCT NAME: D-CON Ready Mixed Baitbits ; COMP ANY NAME: Reckitt 
Benckiser.; MR.ID#: 458121-01. -02, -03. -04. and -05; Action Code: 674 1/5- (J 4 :lo ~r 
FROM: Paul Homg, Ph. D., Environmental Scientist 0 (} /to (!LR_,, n..u..c! J-::2 ~ ~ 

Product Chemistry Team ( ~ 0 ~ cJ.a,k_ 

TO: 

Product Reregistration Branch [~ k.4 11 • J. ~ mD . 
Special Review and Reregistration Division (7508C) ~' ~ .) 
Office of Pesticide Programs 

USEPA t;tU b<_ ~'kd ~ 4/~03. 
~~~~h\ Venus Eagle-Kunst, CRM 

Product Reregistration Branch 
Special Review and Reregistration Division (7508C) 
Office of Pesticide Programs 
USEPA 

I· l'?).Qo. 

INTRODUCTION: 

The registrant, Reckitt Benckiser, Inc., submitted the product chemistry data in MRID # 458121-01, -02, -03, -04, 
and -05; the Confidential Statement ofFonnula (CSF), a basic formulation dated 25/NOV/02; and a draft label 
received by the Agency on 6/DEC/02; requesting for reregistration of D-CON Ready Mixed Baitbits, EPA Reg. No. 
3282-81. 

FINDINGS: 

1. A Reregistration Eligibility Decision (RED), Cases# 2100, 2205, 2755, 2760, 2765, and 2810, was issued 
August 3, 1998 ~or the Technical Grade Active Ingredients (TGAI) chlorophacinone, diphacinone, brodifacoum, 
bromadiolone, and bromethalin. The Agency has completed the Reregistration Eligibility Decision and determined 
that these chemicals, labeled and used as specified in this Reregistration Eligilibility Decision document, will not 
pose unreasonable risk or adverse effects to humans or the environment. Therefore, the Agency concludes that 
products containing brodifacoum, bromethalin, bromadicolone, chlorophacinone, and diphacinone and its sodium 
salts, are eligible for reregistration. The Agency has also determined that field-bait uses containing more than 
0.005% chlorophacinone and diphacinone and its sodium salt are eligible for reregistration. The Agency has also 
determined that all used pival and its sodium salt are ineligible for reregistration and are to remain suspended. 

The generic data bases of product chemistry supporting the reregistration of brodifacoum, bromethalin, 
bromadicolone, chlorophacinone, and diphacinone have been determined to be substantially complete. No data gap 

was cited. 

2(a). Except for the data gaps noted in# 2(b ), the submitted data in MRID # 458121-05 satisfy the data requirements 
for the Guidelines 61-1 (830-1550, Product Identity and Composition), 61-2a (830-1600, Description of Materials 
Used to Produce the Product), 61-2b (830-1650, Description of Manufacturing Processes), 61-3 (830-1670, 
Discussion of Formation oflmpurities), 62-3 (830-1800, Enforcement Analytical Method), 63-2 (830-6302, Color), 
63-3 (830-6303, Physical State), 63-4 (830-6304, Odor), and 63-7 (830-7300, Density). The submitted Confidential 
Statement of Formula (CSF), a basic formulation dated 25/NOV/02, satisfy the data requirement for the 
Guideline 62-2 (830-1750, Certified Limits). The data requirements for the Guidelines 62-1 (830-1700, Preliminary 
Analysis), 63-12 (830-7000, pH), 63-14 (830-6314, Oxidizing/Reducing Action), 63-15 (830-6315, Flammability), 63-
16 (830-6316, Explodability), 63-18 (830-7100, Viscosity), 63~19 (830-6319, Miscibility), and 63-21 (830-6321, 
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Dielectric Breakdown Voltage) are not applicable to this product and are waived. 

2(b). The subntitted data in MRID # 458121-02 to fulfill the data requirements for the Guideline 63-17 (830-6317 
Storage Stability) and 63-20 (830-6320, Corrosion Characteristics), which have been stored at room temperature for 0, 
3, and 6 months. The stability data indicated that the concentration of the active ingredient, brodifacoum, in the 
product after 3 months storage was on the border line of acceptance. The product stored at 40°C (or 105°F) for three 
monthes, instability ofthe active ingredient in the product was observed. The mean concentration was 38.25 ppm. 
Additional storage stability data, 12 months, are required for evaluation. 

3. The submitted CSF, a basic formulation dated 25/NOV/02, has been filled out completely and correctly. 
The nominal concentration, upper limit, and lower limit of the active and inert ingredients in the CSF comply with the 
requirement of 40 CFR 158.175 (b )(2). All ingredients claimed in the CSF have been cleared for use in pesticide 
formulation. The CSF is acceptable. 

4. Except for the storage and disposal statements must be placed in a box of solid line to increase its prontinence, the 
active ingredient statement on the label is acceptable. The physical and chemical properties of the product indicate 
that there is neither physical nor chentical hazards for the product, thus, there is no such warning statement on the label 
is required. The Storage and Disposal statements are adequate. 

CONCLUSION: 

Except for the data gaps noted in the Finding# 2(b ), the registrant has satisfied all product chentistry data requirements 
for reregistration of this product. Once the outstanding data have been submitted and satisfied, the Agency will have 
no objection to the reregistration of the D-CON Ready Mixed Baitbits , EPA Reg. No. 3282-81. 
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Group B: Series 830- Physical and Chemical Properties (40CFR158.190) 
MR.ID# 458121-01. 

GUIDELINE VALUE QR QUALITATIVE DESCRIPTION/ METHODS USED 
REFERENCE WHERE APPLICABLE AND REFERENCES 
NO.(GRN)/TITLE 
830-

-6302 Color. Mottled green tint. 

-6303 Physical State. Solid. 

-6304 Odor. Wheat-like smell. 

-6314 Oxidation/ NI A, the product contains neither oxidizing nor reducing agent. 
Reduction Action. 

-6315 Flammability. NIA, the product contains no combustible liquid. 

-6316 Explodability. NIA, the product contains no explosive agents. No explosive potential 
is anticipated. 

-6317 Storage The test substance, formula 4-PA-165, batch B02029A, green bits or 
Stability. crumbles, packaged in three 12 ounce cardboard boxes, with four 

individual 3-ounce cardboard boxes inside each box. They have been 
stored at room temperature f<;>r 0, 3, and 6 months. One set of two 
samples stored at 40"C for three months was made. The 12 and 24 
months storage and corrosion studies are on going. The mean 
concentrations ofbrodifacoum in the product after 0, 3, and 6 months 
of storage at room temperature were found to be at 50.5, 46.25, and 
48.12 ppm, respectively, with standard deviation of 1.23,4.97, and 
2.90, respectively. The product stored at 40"C for three months, the 
mean concentration ofbrodifacoum in the product was found at 38.75 
ppm, with standard deviation of 4.89. MRID # 458121-05. 

-6319 Miscibility. NIA, the product is solid and not to be diluted with water. 

-6320 Corrosion The test substance, formula 4-PA-165, batch B02029A. green bits or 
Characteristics crumbles, packaged in three 12 ounce cardboard boxes, with four 

individual 3-ounce cardboard boxes inside each box. They have been 
stored at room temperature for 0, 3, and 6 months. The 12 and 24 
months storage and corrosion studies are on going. No corrosion on 
the package by the test substance was observed. 

-7000 pH. NIA, the product is a solid loose grain formulation. 

-7100 Viscosity. NI A, the product is not a liquid. 

-7300 Bulk Density 0.62 g/ml or 39 lbs/cu. ft. 

A: acceptable; NIA: not applicable; Gap: data gap; NR: not required. 

Comments 

A 

A 

A 

NIA 

NIA 

NIA 

twelve month 
storage 
stability data 
are required. 

NIA 

Twelve 
month 
storage 
stability data 
are required. 

NIA 

NIA 

A 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration~tivities.and o.l6 hoor~per rt9Sp~>n9e for rere1 
special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any otltr a(p~t ~f thil col~cCon• ot:nfern:at~n. incl 
for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, D" f~400• "Do nCit)~n<! ~ fornf \p9th~.13tldress . 

DATA MATRIX 

Date October 9, 2006 

Applicant's/Registrant's Name & Address: Reckitt Benckiser Inc 
Morris Corporate Center IV 
399 Interpace Parkway 
Parsippany, NJ 07054 

Ingredient: (PC# 112701) Brodifacoum CAS# 56073-10-0 

Guideline Reference Number Guideline Study Name 

40 FR 158.150 PRODUCT CHEMISTRY 

830.1550 Product Identity and Composition 

830.1600 Description of Materials Used to Produce the 
Product 

830.1620 Description of the Production Process 

830.1650 Description of the Formulation Process 

830.1670 Discussion of Formation of Impurities 

830.1700 Preliminary Analysis 

830.1750 Certified Limits 

830.1800 Enforcement of Analytical Method 

830.6302 Physical & Chemical Characteristics - Color 

830.6303 Physical & Chemical Characteristics - Physical State 

830.6304 Physical & Chemical Characteristics - Odor 

830.6314 Physical & Chemical Characteristics - Oxidizing I 
Reducing 

EPA Reg No./File Symbol 3282-81 

Product: d-Con® Ready Mix Baitbits 

MRID Number Submitter 

45812105 Reckitt Benckiser Inc 

45812105 Reckitt Benckiser Inc 

45812105 Reckitt Benckiser Inc 

45812105 Reckitt Benckiser Inc 

45812105 Reckitt Benckiser Inc 

WAIVED Reckitt Benckiser Inc 

See CSF Reckitt Benckiser Inc 

45812105 Reckitt Benckiser Inc 

45812105 Reckitt Benckiser Inc 

45812105 Reckitt Benckiser Inc 

45812105 Reckitt Benckiser Inc 

WAIVED Reckitt Benckiser Inc 

Name and Title: 

Page 1 of 3 

Signature~ 

uru::z u_ 
Liane Jenkins, Regulatory Specialist 

CO/\ t:'"rm Q6'7n 'lk /0 07\ Clo,..frnni,... ~nrl D~nor "or<" innc:- -=ii"~il~hlo Ct1hmi+ nnlu D<'::lln o r u o r<"inn 

•••• ••• •• 
••• • • • ••• • • 

Status 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

• • •••• • • 

Note 

Date 
10/9/06 142



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration.activi\ies.and Cll 5 hoor9 per res~nse for rere1 
special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any ottl!r alpEG:;t ~f th' coCeclio~ oCin"r~~tion, incl 
for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, D~:2~4eQ..•Do ngt:¥neJITe forn'I Ld'th1's~dress. 

DATA MATRIX •• 
Date October 9, 2006 

Applicant's/Registrant's Name & Address: Reckitt Benckiser Inc 
Morris Corporate Center IV 
399 Interpace Parkway 
Parsippany, NJ 07054 

Ingredient: (PC# 112701) Brodifacoum CAS# 56073-10-0 

Guideline Reference Number Guideline Study Name 

40 CFR 158.150 PRODUCT CHEMISTRY cont. 

830.6315 Physical & Chemical Characteristics - Flammability 

830.6316 Physical & Chemical Characteristics - Explodability 

830.6317 Physical & Chemical Characteristics - Storage & 
Stability 

830.6319 Physical & Chemical Characteristics - Miscibility 

830.6320 Physical & Chemical Characteristics - Corrosion 

830.6321 Physical & Chemical Characteristics - Dielectric 
breakdown voltage 

830.7000 Physical & Chemical Characteristics - pH 

830.7100 Physical & Chemical Characteristics - Viscosity 

830.7300 Physical & Chemical Characteristics - Density 

40 CFR 160.105 Uniformity Evaluation 

40 CFR 158.340 TOXICOLOGY 

870.1100 Acute Oral Toxicity- Rats 

870.1200 Acute Dermal Toxicity - Rabbits 

Signature ~ 

{./flt:l 1t_L 

•••• ••• 
EPA Reg No./File Symbol 3282-81 Page 2 of 3 : •• • • • • ••• • ••• • • • 
Product: d-Con® Ready Mix Baitbits 

MRID Number Submitter 

WAIVED Reckitt Benckiser Inc 

WAIVED Reckitt Benckiser Inc 

45812102 Reckitt Benckiser Inc 

46239502 

WAIVED Reckitt Benckiser Inc 

45812102 Reckitt Benckiser Inc 

46239502 

WAIVED Reckitt Benckiser Inc 

WAIVED Reckitt Benckiser Inc 

WAIVED Reckitt Benckiser Inc 

45812105 Reckitt Benckiser Inc 

45812103 Reckitt Benckiser Inc 

44983701 Syngenta, Greensboro, NC 27419-8300 

45718901 Hacco Inc., Madison, WI 53716 

Name and Title: 
Liane Jenkins, Regulatory Specialist 

• 

Status 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

CITE 

CITE 

Note 

Date 
10/9/06 

el 
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I 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

,,...,, ...... WASHINGTON, D.C. 20460 
(ail 

'«~ --
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration~tivi\ie-s.and Ot:.i5 houn!Pper res~nse for rere1 
special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any otttr a(pe4;t ~f thil colte&on o(;n,rr:ation, incl 
for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W. , Washington , D~f~4eq, •Do n"t~nl! 1tftl for"' Lo•th"3.;i'tldress. 

t DATA MATRIX ••• •• •••• - - - - -Date October 9, 2006 J, EPA Reg No./File Symbol 3282-81 I Page 3 of 3 r. • • • • ••• •••• • ! ! 
Applicant's/Registrant's Name & Address: Reckitt Benckiser Inc Product: d-Con® Ready Mix Baitbits 

Morris Corporate Center IV 
399 Interpace Parkway 
Parsippany, NJ 07054 

Ingredient: (PC# 112701) Brodifacoum CAS# 56073-10-0 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

40 CFR 158.340 TOXICOLOGY cont. 

870.1300 Acute Inhalation Toxicity - Rats 45760701 Syngenta, Greensboro, NC 27419-8300 CITE 

870.2400 Acute Eye Irritation - Rabbit 44597901 Syngenta, Greensboro, NC 27419-8300 CITE 

870.2500 Acute Dermal Irritation - Rabbits 44021703 Syngenta, Greensboro, NC 27419-8300 CITE 

870.2600 Skin Sensitization: Local Nymph Node Assay 44021704 SynQenta, Greensboro, NC 27419-8300 CITE 

40 CFR PRODUCT PERFORMANCE 

96-10 Commensal Rodenticide Efficacy 456309-01 Syngenta, Greensboro, NC 27 419-8300 CITE 

96-10 Commensal Rodenticide Efficacy 456525-01 Syngenta, Greensboro, NC 27 419-8300 CITE 

96-10 Commensal Rodenticide Efficacy 45248501 Syngenta , Greensboro, NC 27419-8300 CITE 

96-10 Commensal Rodenticide Efficacy 45248502 Syngenta, Greensboro, NC 27419-8300 CITE 

96-10 Commensal Rodenticide Efficacy 45248503 Syngenta, Greensboro, NC 27419-8300 CITE 

96-10 Commensal Rodenticide Efficacy 45248504 Syngenta, Greensboro, NC 27419-8300 CITE 

96-10 Commensal Rodenticide Efficacy 45020501 Syngenta, Greensboro, NC 27 419-8300 CITE 

96-10 Commensal Rodenticide Efficacy 45020502 Syngenta, Greensboro, NC 27419-8300 CITE 

96-10 Commensal Rodenticide Efficacy 45020503 Syngenta, Greensboro, NC 27419-8300 CITE 

96-10 Commensal Rodenticide Efficacy 45020504 Syngenta, Greensboro, NC 27419-8300 CITE 

Signature dtJL« 9~/lb Name and Title: Date 
Liane Jenkins, Regulatory Specialist 10/9/06 144



II 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . 401 M Street, S.W . 
' .r1'_lt4" WASHINGTON, D.C. 20460 

(ail 
'1t"fld.~ 

AA 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registratio~tiviMe!9and ~.~5 h•ur1 per "'sJ!Onge for rere1 
special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any otlfer 4P4ct tit thG; c~e~ion o£inhr:i~lion , incl 
for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, D~04e~.· Do n~C~entlJ"e for~ l<f thfs,,a'ddress. 

DATA MATRIX •••• ••• •• - - A -
Date October 9, 2006 r EPA Reg No./File Symbol 3282-81 I Page I of 3 : .. • • • • ••• •••• • ~ • -
Applicant's/Registrant's Name & Address: Reckitt Benckiser Inc Product: d-Con® Ready Mix Baitbits 

Morris Corporate Center IV 
399 Interpace Parkway 
Parsippany, NJ 07054 

Ingredient: (PC# 112701) Brodifacoum CAS# 56073-10-0 

Guideline Reference Number Submitter Status Note 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

1 
Signature (!7Pf.. 

~~A-A~ 
Name and Title: Date 

t(_M_ Liane Jenkins, Regulatory Specialist 10/9/06 

cot:. C"rm Qf:.7(\ 'lk 10 07\ C:lo"+rnni,... -=tnN 0"!tnor \tort-11'"\f''\r.. "3\f"311"!thlo C11hmi+ """' 0 "3nor \IO rr..inn 

145



- - - - -----

I: 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . 401 M Street, S.W . . "ft"'-· WASHINGTON, D.C. 20460 
t~l '« J 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration 91~tivities.and O.:i> hoorsoper r9SP!)n:te for rere{ 
special review activities, including time for reading the instructions and completing the necessary forms . Send comments regarding the burden estimate or any oth~r at>eit &r thi§ col~cGon• o~nfirr:aiiQn, incl 
for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington , D~ f~400• "Do n<6t)~n<! ~ fornf \p9lh~,fl?:ldress . 

'~ DATA MATRIX •• •••• •• • - - - . 
Date October 9, 2006 r EPA Reg No./File Symbol 3282-81 I Page 2 of 3 r . • • • • ••• •••• • • ! 
Applicant's/Registrant's Name & Address; Reckitt Benckiser Inc Product: d-Con® Ready Mix Baitbits 

Morris Corporate Center IV 
399 Interpace Parkway 
Parsippany, NJ 07054 

Ingredient: (PC# 112701) Brodifacoum CAS# 56073-10-0 

Guideline Reference Number Submitter Status Note 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc OWN 

Reckitt Benckiser Inc 

Syngenta , Greensboro, NC 27419-8300 CITE 

Hacco Inc., Madison, WI 53716 CITE 

Signature~ 
pt-~t0 

Name and Title: Date 

Cl 1-L Liane Jenkins, Regulatory Specialist 10/9/06 146
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
< 401 M Street, S.W. 

' ~ ....... WASHINGTON, D.C. 20460 
(•) ,.._;/ 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration '1ttivitjfl!;Jind O~ h~fs.per r~·P'>ns;e·ror rere1 
special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other a~~t ~ thia col~cQorfo1'nfCrn%cft~n . incl 
for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC ~04 . .Oo not~en~ the forn?toeth~ peldress. 

••• • ••• • • 

II 
DATA MATRIX 

•••• ••• •• 
Date October 9, 2006 11 EPA Reg No./File Symbol 3282-81 I Page 3 of 3 ~ • • ; • • • ••• •• •• • • • 
Applicant's/Registrant's Name & Address: Reckitt Benckiser Inc Product: d-Con® Ready Mix Baitbits 

. . .. . 
Morris Corporate Center IV 
399 Interpace Parkway 
Parsippany, NJ 07054 

Ingredient: (PC# 112701) Brodifacoum CAS# 56073-10-0 

Submitter Status Note 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27 419-8300 CITE 

Syngenta, Greensboro, NC 27 419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27 419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Syngenta, Greensboro, NC 27419-8300 CITE 

Signature Name and Title: Date 
Liane Jenkins, Regulatory Specialist 10/9/06 147
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.,.. .• ,,..,, Form Approved OMB No. 2070-0060 

' A'•· 11 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\wt ' II 401 M Street, S.W. ' :;;' 

WASHINGTON, D.C. 204660 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms . Send comments regarding the burden estimate or any other aspects of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S . Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date f\Jr) 1J~ ;:)~1;).0d d-- EPA Reg No./File Symbol 3282-81 Page I of 4 

Applicant's/Registrant's Name & Address I 
Product 

Reckitt Benckiser Inc., 1655 Valley Road, Wayne New Jersey 07474 
d-CON Ready Mixed Baitbits 

Ingredient Brodifacoum 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Product Chemistry 

830.1000 Product Properties Test Guidlines New Reckitt Benckiser Inc. Own 

830.1550 Product Identity and Composition New Reckitt Benckiser Inc. Own 

830.1600 Description of Materials Used to Produce the Product New Reckitt Benckiser Inc. Own 

830.1620 Descritpion of the Production Process New Reckitt Benckiser Inc. Own 

830.1650 Descritption of the Formulation Process New Reckitt Benckiser Inc. Own 

830.1670 Discussion of Formation ofzimpurities New Reckitt Benckiser Inc. Own 

830.1700 Preliminary Analysis New Reckitt Benckiser Inc. Own 

830.1750 Certified Limits New Reckitt Benckiser Inc. Own 

830.1800 Enforcement method New Reckitt Benckiser Inc. Own 

830.1900 Submittal of Samples New Reckitt Benckiser Inc. Own 

830.6302 Color New Reckitt Benckiser Inc. Own 

830.6303 Physical State New Reckitt Benckiser Inc. Own 

830.6304 ••• • • Odor••• ••• New Reckitt Benckiser Inc. Own • • • • • • • • • • • • . . 
830.6314 • • • • •• OxMc¢iop/R4J\1ction New Reckitt Benckiser Inc Own • • • • • 

s;goat"rn ~~ Name and Title 

Dttf111 {fJ Sean McNear, Sr. Regulatory Affairs Specialist 

EPA Form 8570-~'(~-9ZTe1eci.cfi1c and Paper versions available. Submit only Paper version . Agency Internal Use Copy 
• • • • • • • •••• 148



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 204660 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms . Send comments regarding the burden estimate or any other aspects of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W ., Washington , DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date 

Applicant's/Registrant's Name & Address 
Reckitt Benckiser Inc., 1655 Valley Road, Wayne New Jersey 07474 

Ingredient Brodifacoum 

EPA Form 8570-3!>,9-9lT ~leci.<tiic and Paper versions available. Submit only Paper version. 
• • • • • • •• •• 

EPA Reg No./File Symbol 3282-81 Page I of 4 

Product 

d-CON Ready Mixed Baitbits 

Submitter Status Note 

Reckitt Benckiser Inc. Own 

Reckitt Bencklser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckltt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc Own 

Name and Title Date 

Sean McNear, Sr. Regulatory Affairs Specialist 

Public File Copy 
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...... 1.., Form Approved OMB No. 2070-0060 

1 A "• UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\F J 401 M Street, S.W. ·- WASHINGTON, D.C. 204660 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms . Send comments regarding the burden estimate or any other aspects of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S .W ., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date Nou~~ ()_ ~ d ·OOd-- EPA Reg No./File Symbol 3282-81 Page 2 of 4 

Applicant's/Registrant's Name & Address 
, 

Product 
Reckitt Benckiser Inc., 1655 Valley Road, Wayne New Jersey 07474 

d-CON Ready Mixed Baitbits 

Ingredient Brodif acoum I 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Product Chemistry 

830.6315 Flammability New Reckitt Benckiser Inc. Own 

830.6316 Explodability New Reckitt Benckiser Inc. Own 

830.6317 Storage Stability New Reckitt Benckiser Inc. Own 

830.6319 Miscibility New Reckitt Benckiser Inc. Own 

830.6320 Corrosion Characteristics New Reckitt Benckiser Inc. Own 

830.6321 Dielectric Breakdown New Reckitt Benckiser Inc. Own 

830.7000 pH New Reckitt Benckiser Inc. Own 

830.7100 Viscosity New Reckitt Benckiser Inc. Own 

830.7300 Density/Relative Density/Bulk Density New Reckitt Benckiser Inc. Own 

40 CFR 160.105 Uniformity Evaluation New Reckitt Benckiser Inc. Own 

••• • • ••• ••• • • • • • • • • • • • • . . 
• • • • •• • • • • • • • • • • •• 

s;go.t"" J},~~ Name and Title Date 

Sean McNear, Sr. Regulatory Affairs Specialist l L/;;570~ _,, --v- • 

EPA Form 8570-3~~~-9lftilect~1c and Paper versions available. Submit only Paper version. Agency Internal Use Copy . 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 204660 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspects of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date 

Applicant's/Registrant's Name & Address 
Reckitt Benckiser Inc., 1655 Valley Road, Wayne New Jersey 07474 

Ingredient Brodifacoum 

• • • • • • • •••• 
ic and Paper versions available. Submit only Paper version. 

EPA Reg No./File Symbol 3282-81 Page 2 of 4 

Product 

d-CON Ready Mixed Baitbits 

Submitter Status Note 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Reckitt Benckiser Inc. Own 

Name and Title 

Sean McNear, Sr. Regulatory Affairs Specialist 
Date / J 

I l { d-r(o"I).. 
Public File Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 204660 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspects of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W ., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date 

Applicant's/Registrant's Name & Address 
Reckitt Benckiser Inc., 1655 Valley Road, Wayne New Jersey 07474 

Ingredient Brodifacoum 

• • • • • • • •••• 
ic and Paper versions available. Submit only Paper version. 

EPA Reg No./File Symbol 3282-81 Page 3 of 4 

Product 

d-CON Ready Mixed Baitbits 

Submitter Status Note 

Syngenta, Greensboro, NC 27419-8300 PER 

Hacco Inc., Madison, WI 53716 PER 

Syngenta, Greensboro, NC 27419-8300 PER Attritionffrans. 

Syngenta, Greensboro, NC 27419-8300 PER 

Syngenta, Greensboro, NC 27419-8300 PER 

Syngenta, Greensboro, NC 27419-8300 PER 

Name and Title Date 

Sean McNear, Sr. Regulatory Affairs Specialist l l d-
Public File Copy 
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Form Approved OMB No. 2070-0060 

! A'• I' 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ,. , 11 401 M Street, S.W. 

_, 
WASHINGTON, D.C. 204660 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspects of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date fVoV~if g..S-,dOo~ 
Applicant's/Registrant's Name & Address 

I 

Reckitt Benckiser Inc., 1655 Valley Road, Wayne New Jersey 07474 

Ingredient Brod if a coum I 

Guideline Reference Number Guideline Study Name MRID Number 

Toxicology 

81-1 Acute Oral LD-50 (rat) 44983701 

81-2 Acute Dermal LD-50 45718901 

81-3 Acute Inhalation LC-50 (rat) New 

81-4 Primary Eye Irritation (rabbit) 44597901 

81-5 Primary Dermal Irritation 44021703 

81-6 Dermal Sensitization 44021704 

••• • • ••• • •• • • • • • • • • . . . . . 9 

• • • • •• • • • • • • • • • • • • -
Signature 

L:~~ 
EPA Form 8570-$9(~-911 ~lecti~ic and Paper versions available. Submit only Paper version. 

• • • • • • • •••• 

EPA Reg No./File Symbol 3282-81 Page 3 of 4 

Product 

d-CON Ready Mixed Baitbits 

Submitter Status Note 

Syngenta, Greensboro, NC 27419-8300 PER 

Hacco Inc., Madison, WI 53716 PER 

Syngenta, Greensboro, NC 27419-8300 PER Attrition!Trans. 

Syngenta, Greensboro, NC 27419-8300 PER 

Syngenta, Greensboro, NC 27419-8300 PER 

Syngenta, Greensboro, NC 27419-8300 PER 

Name and Title Date 

Sean McNear, Sr. Regulatory Affairs Specialist l l/d1od-
Agency Internal Use Copy ' 
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November 26, 2002 

RECKITI 
BENCJ(ISER 

Document Processing Desk (RED-SRRD-PRB) 
Office of Pesticide Programs (7504C) 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Hwy. 
Arlington, VA 22202 

RE: Documentation to Support Reregistration of the Following Products: 
d-CON Mouse Prufe II (3282-65) 
d-CON Bait Pellets (3282-66) 
d-CON Bait Pellets II (3282-74) 
d-CON Ready Mixed Baitbits (3282-81) 

To whom it may concern, 

Please find the documentation to support the reregistration of the products listed 
above. All four products have the same formulation (4-PA-165). All four products 
share the same efficacy reports and the product chemistry reports. The toxicity 
reports are cited as identified in the attached data matrix. 

Reckitt Benckiser is requesting two name changes for the following registrations. 
Registration 3282-66 is currently identified as d-CON Pellets Generation II. The new 
name for registration 3282-66 is d-CON Bait Pellets. The registration 3282-81 is 
currently identified as d-CON Ready Mixed Generation II. The new name for 
registration 3282-81 is d-CON Ready Mixed Baitbits. 

All of the appropriate documentation is included in the data packages. Please refer to 
the transmittal document for the complete list of information. Please call me with any 
questions at 973-686-7390. Thank you in advance for your assistance. 

Sincerely, /}~.,_;11/c;t~ 
SeanMc~c. 
Sr. Regulatory Affairs Specialist 

RECKITT BENCKISER INC . 

1655 Valley Road . P.O . Box 943. Wayne . NJ 07474 -0943 

T- 973) -633 -3600 FAX : (973) -633 -3633 • 

458121-00 
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Product Name: d-CON Mouse Prufe II 

1. Name and address of submitter: 

Reckitt Benckiser Inc. 
1655 Valley Road 
Wayne, NJ 07474 

EPA File Symbol 3282-65 

TRANSMITTAL DOCUMENT 

2. Regulatory action in support of which this package is submitted: 

Application for Reregistration 

3. Transmittal date: 

November 25, 2002 

4. Vol. 1 Administrative materials 

A) Cover letter , 
B) Application for Pesticide (EPA Form 8570-1) 
C) Confidential Statement of Formula 
D) Certification with Respect to Citation of Data 
E) Manufacturing Procedure (see Product Chemistry Report) 
F) Data Matrix 
G) Five copies of Draft Label 
H) Letters of Authorization 

5 Vol. 2 Product Chemistry 

'"'101- A) 4581..:, 
( .Product Chemistry ofFonnula 4-PA-165 

Data Requirements OPPTS 830.1000 
Study Number 2002-0102 

45812102 B) 

45812103 C) 

4581.:!104 D) 

45812105 E) 

2 . Product Stability 830.6317 Storage Stability; 830.6320 Corrosion Characteristics 40 CFR 160.135 
Study Number 2002-0044 

3 . Product Chemistry, Uniformity Evaluation of Formula 4-PA-165 
Study Number 2002~0068 

t/ · Product Chemistry, Uniformity Evaluation of Formula 4-PA-165 
Study Number 2002-0063 

5. Product Properties (Group A and B) for Formula 4-PA-165 

6. Vol. 3 Efficacy Studies 

A) 

45812106 
Final Report (3 copies) 

'1. Determining the Efficacy of Anticoagulant Dry Bait Rodenticide Using Feed Choice Test wiJi 
Albino Laboratory Rats (Wistar Rats), Test Method 1.203, Including Explanation Document 
Study Number: 13760.4109 
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45812107 B) 

45812108 :C) 

45812109 p> 

45812110/E) 
I 

4581.2111 F) 

45812112 G) 

45812113 H) 

Final Report (3 copies) 
'1 · Determining the Efficacy of Anticoagulant Dry Bait Rodenticide Using Feed Choice Test with 

Albino Laboratory Rats (Wistar Rats), Test Method 1.203, Including Explanation Document 
StudyNumber: 13760.4102 
Final Report (3 copies) 

V · Determining the Efficacy of Anticoagulant Dry Bait Rodenticide Using Feed Choice Test with the 
House Mouse, Test Method 1.204, Including Explanation Docwnent 
Study Number: 13760.4108 
Final Report (3 copies) 

'1 · Determining the Efficacy of Anticoagulant Dry Bait Rodenticide Using Feed Choice Test with the 
Albino Laboratory Mice (Mus musculis, CD-1 ), Test Method 1.204, Including Explanation 
Document 
StudyNumber: 13760.4101 
Final Report (3 copies) 

ID· Norw~y Rat (Rattus norvegicus) Acute Dry Bait Laboratory, Test Method 1.209: One day Test 
Study Number: 01024 
Final Report (3 copies) 

11· House Mouse (Mus musculus) Acute Dry Bait Laboratory, Test Method 1.210: One day Test 
Study Number: 00040 
Final Report (3 copies) 

12 • The Efficacy of Anticoagulant Dry Bait Rodenticide Using a Place-Pack Penetration Test with 
Albino Laboratory Rats (Wistar Rats), Test Method 1.217 
StudyNurnber: 13760.4103 
Final Report (3 copies) 

13 · The Efficacy of Anticoagulant Dry Bait Rodenticide Using a Place-Pack Penetration Test with 
Albino Laboratory Mice (Mus musculus, CD-I), Test Method 1.218 
Study Number: 13760.4104 

Company Official: Sean McNear 

Company Name: Reckitt Benckiser Inc. 

Company Contact: Sean McNear (973) 686-7390 

• 
• 

( ' 

' 

~ .. 
' .. 

. . 
• 

. . . 
' . . 

. . 
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syng'enta 

November 6, 2002 

Ms. Venus Eagle 
SRRD (H7508C) 
Office of Pesticide Programs (H7504C) 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall 2 - Room 266A 
Arlington, VA 22202 

Subject: Reckitt-Benckiser 

Rich lotsteln 
Regulatory Team Leader 
Regulatory Affairs 
rich.lotstein@syngenta.com 
(336) 632-7442 

EPA Registration Numbers 3282-65, -66, -74, and -81 
Active Ingredient: Brodifacoum 
Authorization to Reference Syngenta's Data 

Dear Ms. Eagle: 

Syngenta Crop Protection, Inc. 
P. 0 . Box 18300 
410 Swing Road 
Greensboro, NC 27 419-8300 

Syngenta Crop Protection, Inc. hereby authorizes the U.S. Environmental Protection Agency to 
refer to the following Syngenta study, as of the date of this letter only, to support the FIFRA 
registration eligibility decision (RED) concerning the subject products of Reckitt-Benckiser: 

Kaukeinen, D.E.; Ashton, D.; Jackson, W .B.; et al. (1980) Efficacy to Warfarin-Resistant House 
Mice : MRID Number 00042578 

This authorization is qualified to the extent, however, that: (1) the applicant or any other peison. 
except your Agency shall not have access to said data unless specifically authorized in writir1!1 t>Y' 
Syngenta, or when in the opinion of your Agency it is required in judicial administrative pro~dir;i~s; 
(2) this authorization shall not be construed as authorization to use or consider said data, dle~til)I or 
indirectly, in support of any subsequent application submitted by the applicant; and (3) this • 
authorization shall not be transferred by the applicant in any manner whatsoever without express 
prior consent of Syngenta (4) this authorization may be withdrawn by Syngenta at any time; and (5) 
this authorization shall be null and void if the applicant amends its registration to include an:\ ~e~r<;e 
of the subject active ingredient other than Syngenta Crop Protection, Inc. • • • 

Sincerely, 

Rich Lotstein 
Regulatory Affairs 

cc: Sean McNear Sean.McNear@reckittbenckiser.com 

• 

• 
•••• • • •••• 

•• • • • • • •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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S. Cosky, 
D. Meier 
J . Hott 
T. Brodie 
J . Pauley 
Customer Service File - Reckitt & Benckiser 

• 

• • •••••• • 
•• • • • • • •• 

• 

•••• • • • •• • 
• 

•••• • • •••• 
•• • • • • • • • 

•••••• • •• • • 
•••••• • • •• 
••••• • • ••••• 
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October 29, 2002 

Ms. Venus Eagle-Kunst 
SRRD (H7508C) 
Office of Pesticide Programs (H7504C) 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall 2 - Room 266A 
Arlington, VA 22202 

Subject: Reckitt & Benckiser 
EPA Registration Numbers 3282-65, -66, -74, and -81 
Active Ingredient: Brodifacoum 
Authorization to Reference Syngenta's Data 

Dear Ms. Eagle-Kunst: 

Syngenta Crop Protection, Inc. hereby authorizes the U.S. Environmental Protection Agency to 
refer to the following Syngenta studies for the active ingredient brodifacoum, as of the date of this 
letter only, to support the FIFRA registration eligibility decision (RED) concerning the subject 
products of Reckitt & Benckiser. 

Studies 

Acute Oral 
Acute inhalation 
Acute eye irritation 
Acute dermal irritation 
Skin sensitization 

MRID Numbers 

44983701 
Syngenta recently sent attrition & transportation study to EPA 
44597901 
44021703 
44021704 

This authorization is qualified to the extent, however, that: (1) the applicant or any other person 
except your Agency shall not have access to said data unless specifically authorized in writing by 
Syngenta, or when in the opinion of your Agency it is required in judicial administrative pro~eedii;igs ; 
(2) this authorization shall not be construed as authorization to use or consider said data, d~tfl~·or 
indirectly, in support of any subsequent application submitted by the applicant; and (3) this • • • 
authorization shall not be transferred by the applicant in any manner whatsoever without eJ4>rtlii • 
prior consent of Syngenta (4) this authorization may be withdrawn by Syngenta at any time; an& (5) 
this authorization shall be null and void if the applicant amends its registration to include any source 
of the subject active ingredient other than Syngenta Crop Protection, Inc. 

Sincerely, 

Trina Brodie 
Regulatory Assistant 

cc: Sean McNear Sean.McNear@reckittbenckiser.com 

•••• • • • •• • 
• 

•••• • • •••• 
•• • • • • • •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

159



Bee: S. Cosky, 
D. Meier 
J. Hott 
R. Lotstein 
J. Pauley 
Customer Service File - Reckitt & Benckiser 

• • •••••• • 
•• • • • • • •• 

• 

•••• • • • •• • 
• 

•••• • • •••• 
•• • • • • • •• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 
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Syngenta Crop Protection, Inc. Td 336 632 6000 

-syngenta 

October 5, 2006 

Ms. Julia Stokes 
SRRD (7508P) - gth Floor 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
One Potomac Yards 
2777 South Crystal Drive - Room S-4900 
Arlington, VA 22202 

Subject: Reckitt & Benckiser 

P.O. Box 18300 
Greensboro, NC 27419-8300 
www.syngenra.com 

EPA Registration Numbers 3282-65, -66, -74, and -81 
Active Ingredient: Brodifacoum 
Authorization to Reference Syngenta's Data 

Dear Ms. Stokes: 

Syngenta Crop Protection, Inc. hereby authorizes the U.S. Environmental Protection 
Agency to refer to the following Syngenta efficacy studies for the active ingredient · 
brodifacoum, as of the date of this letter only, to support the registration application 
concerning the subject products of Reckitt & Benckiser. 

MRID Numbers 

456309-01 
456525-01 
452485-01 
452485-02 
452485-03 
452485-04 
450205-01 
450205-02 
450205-03 
450205-04 

This authorization is qualified to the extent, however, that: (1) the applicant or any other 
person except your Agency shall not have access to said data unless specifically 
authorized in writing by Syngenta, or when in the opinion of your Agency it is required in 
judicial administrative proceedings; (2) this authorization shall not be construed as 
authorization to use or consider said data, directly or indirectly, in support of any : ••• : • 
subsequent application submitted by the applicant; and (3) this authorization shall not be• 
transferred by the applicant in any manner whatsoever without express prior ~t of • • • • •. 
Syngenta (4) this authorization may be withdrawn by Syngenta at any time; ~nd (SJ this • • • • • • • 

•••••• • • • • •• 
••••• • • • • ••••• 

• • •••••• • 
• ••• • • •••• 

• 
•••• • • •••• 
•••• • • • •• • 
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-syngenta 
Ms. Julia Stokes 
October5,2006 
Page2 

authorization shall be null and void if the applicant amends its registration to include any 
source of the subject active ingredient other than Syngenta Crop Protection, Inc. 

Sincerely, 

JJtu7<t~odit 
Trina Brodie 
Regulatory Specialist 

cc: Liane Jenkins - liane.jenkins@reckittbencklser.com 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

• • •••••• • 
•••• • • •••• 

• 
• • •••••• • 
• ••• • • •••• 

• 
•••• • • •••• 
•••• • • • •• • 
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HACCO, INC. 
r--------------_,.,-e'!'--~----·-·- ... . --. -. -

August 19, 2002 

M•nufacturing Plant 
110 Hopkins Drive 
Randolph, WI 53956-1316 
(920) 326-5141 
FAX(920)326-5135 

Docwnent Processing Desk 
Office of Pesticide Programs (7504-C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 
A TIN: Venus Eagle 

Registration Office 
P.O. Box 7190 (53707) 
5900 Monona Dr. 
Water Tower Place, Suite 200 
Madison, WI 53716 
(608) 221-6200 •FAX (608) 221-7380 

Airborne 
8718811496 

Subject: Submission of Product Specific Data Required in the Call-Ins in Connection to the 
Reregistration Eligibility Documents (REDs) of August I 0, 1998 with Revised 
Correspondence dated March 14, 2002 
Brodifacoum, Case No. 2755, Chemical No. 12710 

Dear Ms. Eagle: 

In response to a recent request from our supplier, Syngenta Crop Protection, Inc .. we are hereby 
authorizing the use of the following study to support the 0.00'.C\% end-use brodifacoum products held 
by Reckitt Benckiser: 

Acute Dermal Limit Study, IRI Study #146.010 -- MRID #45718901 

We hereby authorize the use ofthis study for our supplier. Syngenta, lnc.'s customer Reckitt 
Benckiser. This information is to be considered proprietary, supplied by HACCO, Inc. and should not 
be released to Reckitt Benckiser. 

If you should have any questions in this matter, please call me at 608/221-7378. 

Sincerely, 

<).J.d!_ av/~ 
Judith A. Thompson 
Registration Manager 
Rodenticides 

Enclosure· 

cc: Scott Baker 
John Hott/Syngenta 
Lee Schwalenberg 
Jeannie Smith 

• • •••••• • 
•• • • • • • •• 

• 

•••• • • • •• • 
• ..... 

• • •••• 
•• • • • • • •• 

•••••• • •• • • 
•••••• • • •• 
• •••• • • ••••• 
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e 
RECXITI 

BENCl{ISER 

459184-00 

April 16, 2003 

Document Processing Desk (RED-SRRD-PRB) 
Office of Pesticide Programs (7504C) 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Hwy. 
Arlington, VA 22202 
Venus Eagle 

RE: Documentation to Support Reregistration of the Following Products: 
d-CON Mouse Prufe II (3282-65) 
d-CON Bait Pellets (3282-66) 
d-CON Bait Pellets II (3282-74) 
d-CON Ready Mixed Baitbits (3282-81) 

Dear Venus, 

Please find the documentation to support the reregistration of the products listed 
above. All four products have the same formulation (4-PA-165). All four products 
share the same stability report attached. The stability report is ongoing for the full 
two years, however we are providing the 1 year analysis. Please find enclosed data 
for the above registration: 

1. EPA Application number 289021 
2. 3copiesofthe1 yearstabilityreportofformula4-PA-165 .+59 1840 1 

Please call me with any questions at 973-686-7390. Thank you in advance for your 
assistance. 

Sincere!V ~&o,'
Se~ 
Sr. Regulatory Affairs Specialist 

RECKITT BENCKISER INC. 
1655 Valley Road, P.O. Box 943, Wayne, NJ 07474·0943 

Tel. (973) 633-3600 • Fax (973) 633-3633 

t I 4 t
< . ( . 

• • . ... ' , ., ., 
• . .. . . 

• • • • 

• 
a • • 

• 

t • • '\ I I 

• • • . . . .. .. . . , .. ... . .. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

CERTIFIED MAIL -BF-02 
Mr. Bob Fellows 
Reckitt & Colman Inc. 
1800 Valley Road 

WASHINGTON, D.C. 20460 

JUN 2 2 1999 OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

P.O. Box 942 
Wayne, New Jersey 07474-0942 

Subject: Brodifacourn Acute Inhalation Waiver Requests 
EPA Reg. No. 3282-74 and 3282 81 

Dear Mr. Fellows: 

· In response to the Reregistration Eligibility Decision (RED) for the Rodenticide Cluster, the Agency 
has reviewed your (90 day response) request for acute inhalation toxicity waivers. The acute inhalation 
wavier requests for EPA Reg. Nos. 3282-74 and 3282-81 have been denied. Although both products are in 
pellet form, the Agency is concerned about the potential acute inhalation toxicity resulting from exposure to 
defiant particles that may be generated during packaging, shipping and handling. However, a granular 
attrition study may be conducted to demonstrate that the test material is non-friable. If the granular attrition 
simulation indicates less than 1 % of the particles are smaller than 100 micrometers in size, the Agency will 
·reconsider the waiver requests for the acute inhalation studies. See the enclosed Agency review dated 
4/27/99 for further specifics. Should Recitt & Colman choose to pursue the waiver request, the attrition 
study must be submitted within 60 days from receipt of this letter. Otherwise the Agency will expect acute 
inhalation toxicity studies for EPA Reg. Nos. 3282-74 and 3282-81 on or before September 30, 1999. 

The Agency is providing you with the time frames mentioned to adequately address the deficiencies 
noted in the Agency's April 27, 1999 review. Failure to adequately respond within those time frames may 
result in a Notice of Intent to Suspend affecting the registration of your Brodifacoum products. A copy of 
the Agency's review dated 4/27/99 is enclosed for your records. If you have· any questions, please contact 
Venus Eagle at (703) 308-8045. 

EPA Form 1320.1A (1190) 

Sincerely, 

Linda S. Propst, Chief 
Product Reregistration Branch 
Special Review and 

Reregistration Division 

COHCURJU!Has 

Prillltd on Recycled Paper OFFICIAL FILE COPY 
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Regulatory Affairs 
1655 Valley Road 
Wayne, NJ 07474 

Tele: 973 686-7390 
Fax: 973 686-7396 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

11 6EP m7 

OFFICE OF 
PREVENTION, PESTCIDES ANO 

TOXIC SW STANCES 

Dear Registrant: 

Your request for a change in your Official EPA Company Name 
and Address of record has been completed . For your confirmation a 
copy of the printed screen from the c ompany name and address 
database is enclosed. This address of record should be your 
mailing address. 

Any future changes in company name and/or address . or changes 
in designation/withdrawal of authorized agent should be directed to 
the following address. It can be mailed or faxed to (703) 305-
7670 . 

Document Processing Desk (COADR) 
Office of Pesticide Programs - 7504C 
U. S. Environmental Protection Agency 
401 M Street, S.W. 
Washington D.C. 20460 - 0001 

If you have any questions regarding your EPA company name and 
address of record, please call me on (703) 305-5361. 

Sincerely, 

~~· 
Maureen Sherrill 
Information Management Specialist 
Office of Pesticide Programs 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

RocyclGd/Rocyclablo •Printed wllh Vegetable OU Ba.sod Inks on 100% Recycled Paper (40% Postcoosumar) 

• • •••••• • 
• • •••••• • 

• 
• • ••••• • • 
•• • • • • • •• 

• 
• •• • • • •••• 

•• • • • • •• • 
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10/02/97 

e 
Reference Files System 

Company Data Repor.t 

Company No. : 777 

Name: HOUSEHOLD PRODUCTS DIVISION, RECKITT & COLMAN INC 
ATTN: REGULATORY AFFAIRS DEPARTMENT 

Address: 1655 VALLEY ROAD 
WAYNE, NJ 07470 
USA 

Page: 1 

Contact: EILEEN MOYER Phone: (201) 573-6314 

Agent: N 
Consortium: N 

Undeliverable: N 

Company Types 
Active 
Flag 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
• • •••••• • 
•• • • • • • • • 

• 
• •• • • • •••• 
•• • • • • •• • 
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March 14, 2002 

.. 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. ~0460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

(Registrant Name) 

Subject: Revised Due Dates for Submission of Product-Specific and Generic Data Required in 
Data Call-Ins Issued in Connection with the Rodenticide Cluster and Zinc Phosphide 
Reregistration Eligibility Documents (REDs) 

Dear (registrant), 

The Agency ·previously i.ssued Product-Specific Data Call-IDs (PDCI) and Generic Data Call-Ins 
(GDCI) in connection with the Rodenticide Cluster and Zinc Phosphide REDs. These DCis were issued 
in December and August 1998, respectively. As a long-term risk reduction measure listed in the 
Rodenticide Cluster RED, the Agency formed the Rodenticide Stakeholder Workgroup (RSW) and 
formally convened five times over an eight ·month period in 1999 to discuss means of significantly 
reducing exposures to children and pets. Due to the RSW process, all data requirements were 
temporarily put on hold. The signing of the rodenticide Federal Register Notice (FRN) on November 13, 
2001, and its recent publication on November 2sm, 2001, have now resolved the issues which originally 
held-up initiation of the time frames for submission of the data required by the 1998 DCls. 

Therefore, this letter is to inform registrants that the date of your receipt of this letter will begin 
the time frames for data submission as required per the Rodenticide and Zinc Phosphide PDCis and 
GDCis. 

Revised Data Call-In Response and Requirements Status and Registrant's R~sponse forms are 
required for Rodenticide Cluster and Zinc Phosphide products labeled for use to control certain mammal 
pests within 30 days of your receipt of this letter. Product-Specific Data are required to be submitted to 
the Agency or cited within 8 months of your receipt of this letter. Generic data are due within the time 
frames specified in the GDCls. Previously submitted Generic and Product Specific Data Call-In 
Response and Requirements Status and Registrant's Response forms are no longer applicable. All 
registrants are required to submit new forms which have been enclosed. Registrants that have previously 
submitted data voluntarily may cite those studies when responding to the Requirements Status and 
Registrant's Response form. · 

Please use the following mailing addresses for all rodenticide correspondence and data 
submissions sent to OPP by U.S. mail: 
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A. U.S. Postal Service Deliveries 

1. Ge~eric Reregistration Responses 

Document Processing Desk 
Office of Pesticide Programs (7504-C) 
U.S. Environmental Protection Agency 
Ariel Rios Building . 
1200 Pennsylvania Ave., NW 
Wa5hington, D.C. 20460-0001 

ATfN: John Pates 

2. Product Specific Reregistration Responses 

Document Processing Desk 
Office of Pesticide Programs (7504-C) 
U.S. Environmental Protection Agen.cy 
Ariel Rios Buflding 
1200 Pennsylvania Ave., NW 
Was~gton, D.C. 20460-0001 

A TfN: Venus Eagle [for Brodifacoum, Bromadiolone, 
Bromethalin, and Chlorophacinone,] 

or 

ATfN: Frank Rubis [for Zinc Phosphide or Diphacinone] 

Or use the following addresses for all rodenticide correspondence and data submissions that are 
hand-carried or sent by courier service Monday through Friday, from 8:00 AM to 4:30 PM, excluding 
Federal holidays: 

B. Personal/Courier Service Deliveries 

1. Generic Reregistration Responses 

Document Processing Desk 
Office of Pesticide Programs (7504-C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, Virginia 22202 

ATfN: John Pates 
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2. Product Specific Reregistration Responses 

Document Processing Desk 
Office of Pesticide Programs (7504-C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall ~ 
1921 _Jefferson Davis Highway 
Arlington, Virginia 22202 

.e 

ATTN: Venus Eagle [for Brodifacoum, Bromadiolone, 
Bromethalin, and Chlorophacinone.] 

or 

ATIN: Frank Rubis [for Zinc Phosphide or Diphacinone] 

Failure to adequately respond within 30 days from receipt of this letter and submit the required 
data within the time frames specified in the DCI' s and PDCI' s may result in a Notice oflnteht to 
Suspend affecting the registrations of your rodenticide product(s). If you have any questions regarding 
the generic data please contact John Pates at 703-308-8195 or for product specific questions, please 
contact Venus Eagle at 703-308-8045. 

~incerely, 

is A. · o i, Director 
Special Review and 
Reregistration Division 

Attachments: 1. Data Call-In Response Form, and Requirement Status and Registrant's Response 
Form 
2. Product Specific Data Call-In Response Form, and Product Specific Requirement 
Status and Registranes Response Form 
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United States Environmental Protection Agency 
Washington, o. c. 20460 

DATA CALL-IN RESPONSE 

Page 1 of 1 

Form Approved 

OMB No. 2070·0107 
2070-0057 

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form. 
Use aclclitional sheet(s) if necessary. 

1 • Coq:iany name and Address 
RECKITT BENCKISER INC. 
1655 VALLEY ROAD 
WAYNE NJ 07474 

2. Case # and Name 

4. EPA Product 
·f!.e_g!•tr._e~ ion;:_-:_ 

. ';"; .. ~ -~ ~ --

. 3282-81 

8. certification 

2755 Brodifacoum 

5. I wish to 6. Generic Data 
. .:.£a~el this ·6a. I" 8111 cla1minig a Generic 
· ·product regi s· Data -Exemption because I -
· -tration volun·· ·· obtain ·the active··ingredient · 

tar-il y. ,. - - from the .source ·EPA regi s· · 
.~ ~ ~- ~- :;:-:tration .""'*>er L.isted below . .. 

N.A • 

-· ~ 

11 - .. 

II 
I 

11 

II 

H 

11 

• • • ••• • • • • ••• •• • • • • • • • • • • • • • •• ••• 
I' 

6b. ,I agree to sat1sfy Generic 
Data requirements -as indicated · 

· on "the attached form entitled 
. "Requirements Status and - · 
:Registrant's Response.!! .,_ .-. 

N.A. 

I certify that the statements lllade on this form'8flll alol. attachmenta•re torue, atcurate, and complete. 
I acknowledge that any knowingly false or misleacijPig :Stfltemelit ny.~ ptAi.illat:le!by fine, imprisonment 

3. Date and Type of DCI 
PRODUCT SPECIFIC 

7. Product Specific Data 
7a. My product is a MUP .and 
1- agree to satisfy the MUP 
requirements on the attached 

- form entitled "Requirements 
Status and Registrant's 
Response." 

9. Date 

fb. My product is an EUP and 
I agree to satisfy the EUP 
requirements on the attached 
form entitled "Requirements 
Status and Registrant's 
Response." -

Yes 

April 23, 2002 
or both under applicable law. : • : : ••~ : : • • • : : : 

• • ivJi • 1/J11 a ~ • 
Signature and Title of Company's Authorized Representativ- '•~.JAllt'U~ Sr. Regulatory Affairs Specia ist 

10. Name of Con.,any Contact 
Sean McNear 

11. Phone Number 
973-686-7390 

- -..ii 
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Page 1 of 2 

United States Environmental Protection Agency 
Washington, D. c. 20460 

Form Approved 

OMB No. 2070-0107 
2070-0057 REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

INSTRUCTIONS: Please type or print in ink. Please reed carefully the attached instructions end supply the fnforlll8tion requested on this form. 
Use edditionel sheet(s) if necessary. 

2. Case # end Name 
2755 Brodifacoum 

3. Date end Type of DCI 
PRODUCT SPECIFIC 
ID# 3282-RD-6926 

1. COlllpllny name end Address 
RECKITT BENCKISER INC. 
1655 VALLEY ROAD 
WAYNE NJ - 01474 EPA Reg. No. 3282-81 

4. Guideline 
Requirement 
Nunber 

5. Study Title 
·-""* i 

Progress 6. Use 
~ - .,__-~-_Repo_r_t~s--i ·Pettern 

.. L· 2 3. 

7. Test 
Slbstence----=,-

8. Tinie 9. Registrant 
Fr11111e -~ Response --~ 

830 .1550. Product identity & c~ition 

.:11:2:i.1:1ili.:P:1.J.::::::::;:;m:::i:t:::ut=P:~f:1P.n1:::l!:::;!~i:'-!!::::~1:::::::~:1~1::rn:t::::;:::::m;:rn1:;:::;, 
to produce the product 

:1~·q::~:1§;z:g:::::;:::rn:i:::,rr=:::::== ::::::::P.1!~11:::~t;::::!~r.;.11:~:::;:1::::i::=:::1r~~·tt1a;%1:t::):::;:@:::"'''' ,,,,,,¥ ,,,,,,,,,,_,,,"' t 

iqiurities 
:1:~:2::~::~299:; ::::::rn:i::::::::::::;: ::::::::,r,~rn. :!!ni!rr:~Jli~:l :i:::I::::::::m::::::::t:¥i~~:~;:rn: ii ::::;;:::::w::::::::::: 
830 .1750 Certified limits (1,5) - - - :- ---

!§?,'.g:'¥.:!~!l9\9:f:::lli!(j[[1f!!i!i::;:::Cif!~nf~f,~:~!!Iiii~if:dlfaf!t'-~ i!f{n:::t::::;:::::Ji!::::;::{[}j::[:;;:tf 
830. 6302 Color (17) 

:§~P.:Z§~l~~rn:::::::::I:::=::=::::::::r:::::::: :::::::?~t"~':e:!i!!~::m::t~::;:::::::::::::::::::::: ::::::::::= ::::=,:=:::::?= y=::::: 
830.6304 Odor 

:13,9::f:::i :a:P::9:::r::::rn::::::::::1::::1:::::: 
<~>· 

:1?:~::~:::~:~:~2:::1: : ::::::::::I::::::::;:::::_ ::::::':!~~•:::!~~~tH¥i:t:=~=:::::::::::::::::::::::::::: :::::::::: : : ~i.!it::~:r:rn:::rn::::::::::;.I 
830.6320 Corrosion characteristics •.• •.: •• : 

I ---: - • - - ~ "°;> ._ • 

;~~!Jf tt~~~'.r;~~2~~))j:~~fI~!~~~~:~~~~rr)~il~}:H~f~'.~~~!~(iiftf~~t:\~[~~~f ;1!m~~~t~~r@ri~r~~rf~~~~:j~l~~};~~i /'.::::=:=~::=:·::·::;::~~='.=:-~-~-
- ,, ... c ::, K M O MP/ EP _ _ . _ 8 . mos. 

:~~::;j=11¥.:@=:::::rn:1ttJ1:1::::::1:1::2: 1RZ®&tt:t:tn:11:::::::=:t:::::::1::u:t~c::121:~:::-n1::r::rn1t:t:::::1:::::::::::: 

:rn:::F:fa:::::t:::::::::::::::::i::::::::::::::::;:~:::::,1:::::::2: mt::r:::;::::2rrn:::::rn::::::::::::::::::::::::::::::::::::c:::::.::».r:::~§f:;;.t 

:i::::::::@:::{::;,::=:::i::: m:::::::=::::1 t::1 : ::2 e ::::::::::::::,::r':::::::::::;=:::::::::f::::: :r::: :::;::::::;:. ::::::i ::\::jiei]::::= 
K M O MP/EP 8 mos. 

::::::::t11r::::::::::::::rn:::::t:::::;:::::::~:::::1:::::2: >.m:z®g::::=::::::::::::::::::::rn::::::r::t::t::::::::::: :::::;::!?::J.le§:~:::::u::::=:rn:::::m:rn::::::t::;]!::::::: 
K M 0 MP/EP 8 mos. 

:::::1:::: :::::::::::::::::;:::::::::::::::::::::::::::::::::;:;:~::::1:::::9: ez1.If::;:::f:::::::::::::;::m:::::::r::::::::::::::::i ~:::rn~z::ll!?~:~;:u:::::; rn:::1::1:rrn::::rn::rn:::l::::: 
K M 0 MP/EP 8 mos. 

:::,:::=:::::::::::::::::':t:::::::::::::::1S::::::1 :::::e tm:t®it:::::::r::::::::::[::i: r:::::ir:cr:::i::::::;meii:~::;:: 
K M O MP/EP 8 mos. 

::::::::::,:,::::;::;:::,;::l::=:::::::=:=:::::;:;,:::::r:::::::~f tt:::::2 · ffg7:~etf:::::t:::::j:::r:::: ::: ::::::.:n:::::,::~::tllP.i:=i:::::::r; Ittl::::::rt,:':::=:r::::::::: 
K M 0 MP/EP 8 mos. 

10. Certification 11. Date 
I certify that the statements lll8de on this form•-' el~ etteclwnenti.•re t~ue, eecurete, end c~lete. 
I acknowledge that any knowing ly false or misleec:lirfg It.Ct~ liey ~ p.w,J1i..ble!by fine, i~risorvnent April 23 , 2002 
or both under applicable Lew. : • : : • /.] : : • • : : : 
Signature end Title of c~ny• s Authorized Repre:entetive~~~ r • Regulatory Affairs Speci alis 

12. Neme of c~ny Contact 
Sean McNear 

13. Phone N~r 
973- 686-7390 
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United States Environmental Protection Agency 
Washington, D. c. 20460 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

Page 2 of 2 
Form Approved 

OMB No. 2070·0107 
2070-0057 

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the infol'llllltion requested on this form. 
Use additional sheet(s) if necessary. 

1. Coq:>eny name and Address 
RECKITT BENCKISER INC. 
1655 VALLEY ROAD 
WAYNE NJ - 07474 

4. Guideline 
Requirement 
Nllllber 

5. Study Title -

2. Case # end Na111e 
2755 Brodifacoum 

EPA Reg. No. 3282-81 

Progress 
Reports 

2 3, 

6. Use 
Pattern 

7. Test 
Slbstence 

3. Date end Type of DCI 
PRODUCT SPECIFIC 
ID# 3282-RD-6926 

8 . Time 
Freme -

9. Registrant 
Response · 

:17:qJ::t.1'.tnM::1@:rnrnr:t:l r::~~-=:::~•:r::.i~t~!f.itt'tI:@r1n:::tn:~iti>.:t@@i1rnr1rPEltr:::::r:,nI:::rnm:::rnmmm1rn:m~::::r::m;:::w:::m:::::.~;::;~1:P M.tfr~t¥trnmrrm:rn::::;~rn: 1::~0;~9~@: :m:rnm~:it::tm:::::::: 
870.1200 . .. - Acute dennel toxicity c1: 2,50)..:...:_ - K M 0 MP/EP -= 8 mos. l("a 

:119:¥~il:P.:1trnt:r::r::::::rt ::::::;~~i:lilii!i~HiWi~1:iHiiII!I:t:~jJJP.iliJiM::r::tt:tt :::::::::t:::::::::::::::::::r:::::1;:::::1rg: U:Zl~Htl;; =:: ::: ::=:::: )t:::: :::::1:::ti§.§Mt t:::l'li i~6:t:r:@ 
870 .-2400- - Acute eye irritation <2,50> -- - - K M ·O MP /EP 8 mos-. ,k·c;! 

:Azq:@g§J(tP:Pit:1:;:::::11::::: :1:1~t::]@r;;r: '-:~H!ii~1u11:::::::::::t: ::n:~1;19im1~::1:t11:r J}::rn::rnq:mrrrn::::::::;r::::::n~ :~: ,.(P:~z®tM:tm:=tttt:t:t:tr:::::::::: :::::::•::1:-.P.•Mnt:'t:mii::sr, ::::r 
870.2_600 ..... :. - ·KM OMP/EP "' ~ ·- · 8 mos-,. ..,~~ 

:m::r:''~:::::'='tttt :rn:1rr::::::1:1:::=::,:::_:1r::::::1::::rr1:1r::::::rnm::::::11:11m::::t:r:Mmrt rm:1tmmm::ir r:1r:::::::mm::rr:m::rn::m:::rnr::1::::1t1a·::::::;;;;:rt::;:=''tt;:;=\: :r:tt:r:'·: , ,'ttttt:r:::=:: .. , .... ::::::? 

96-10 Connensel rodenticides (50) KM 0 EP 8 mos. 1 

• • • ••• • • • • ••• •• • • • • • • • • • • • • • •• ••• 

••• • • ••• • • • • • • • • • • • • • • • • ••• • • • • • •• • • • • • • • • • • • • • • 
• • •• • • • 

Initial to indicate certification es to information on this page Date 
(full text of certification is on page one). ~"""-.. 

Apr il 23 , 2002 
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United States Environmental Protection Agency 
Washington, o. c. 20460 

FOOTHOTES AHO KEY DEFINITIONS FOR GUIDELINE REQUIRF.MENTS 

case # and Na-.e: 2755 BrodifacoUJ1 

Page 1 of 5 

Key~MP _. 11enufecturing·use product; EP •end-use product; provided foMll.lletors -purchese their ective- ingredient(s) from e registered source, they need not submit or cite 
date pertaining to the purchased product.CNOTE: If• productise 100 percent repackage of another registered product, registrants ere not subject to any date rec,.iiretnent1 
identified in the tables.]; TEP• typical end-use product;TGAI •technical grade of the active ingredient; PAI ="pure" active ingredient; PAIRA •"pure" active 
ingredient , rediolebeled. 
Ulle Cetes.orf • Key: 

A - Terrestrial food crop 
F - Aquatic nonfood Industrial 
IC - Residential outdoor 

B - Terrestrial food -feed crop 
G - Aquatic nonfood residential 
L • Indoor food -

C - Terrestrial nonfood crop 
H • Greenhouse food crop 
M • Indoor nonfood 

D • Aquatic food crop 
I - Greenhouse nonfood crop 
N- · Indoor Medical 

E ·A quatic ~food outdoor 
J - Forestry 
O - Indoor residential 

Footnotes:. [The- follawing notes · ere referenced in coll.Im two (5. -Study Title) of the REQUIREMENTS STATUS AND REGISTRANl'iS RESPONSE form.] 

Prod 0.- - Regular a..fe11l 
";:_ _-;-_ --- :: .. __ _,:_ •• • '1•--:-". 

1 Requiretnents pertaining to product identity, con.,osition, analysis, end certification of ingredients ere detailed further in the following sections: *158.155 for 
. - produc.t identity .. end c~i.tion .(61 ·1 ); *158.-160, .158.162,~ end -158 •. 165 for description of starting ineteriels end 1111tnufecturing pc.ocess (61 ·2); *158 •. 167. for ... 
-discussion ·of formation .of i~rities - (61 •3.); *158; 170 for preliminary enalysf~ (62·1"); -·•158;175 -for -certiffcetion of limits<~--~>; end *158.180 for enforcement 
analytical methods (62·3). - - -- -

2 A schematic diagram end/or brief description of the production process will suffice ff the pesticide is not already Wlder full scale production end en experimental 
use pemit is being sought. ·- -· - - · - - - --

3.- lf -the-pesticide- is not elr edy-Wlder full scale production and en experi111entel use-pennit is sought, • -discussion of wiintentionel - ingridients shell be slbnftted to _ 
the extent this infonnation is evei leble. , .. _ . , , . . .,... 

- -4 - To support- registretfon ·of en MP -or EP, whether produced by en integrated system -or-not, the technical grade of Act.ive lngredi-.Tit ut be analyzed. If the technical 
grade of Active Ingredient cannot be isolated, e stettllllel"lt of coq>09itlon of the practical ec,.ifvelent of the technical grade of Active Ingredient llJSt be slbnltted. 
Date on EPs or MPs will be required on• cese-by-cese basis. 

5 Certified limits ere not rec,.iired for inert Ingredients in products proposed for experi111entel use. 
9 Required if test substances ere dispersible with water. 

17 Not required wiless efficacy date ere required. 
18 Required for MP end EP but should not be slbnitted for EP unless <•> efficacy date ere rec,.iired to be submitted, (b) the storage stability date show that the active 

ingredient(s) is (ere) not within the certified limits or toxicologicelly significant degredetes ere detected, or (c) product instability is suspected or incidents 
of instebi l ity ere reported. Refer to PR Notice 92-5 :tor mor: ft'l'f:rniation. 

Acute Toxic - Regular 0.-f Clll 

••• •• • • • • • •• • • • • • • • •••• 

1 Not required if test 11111teri el is a gas or highly volatile. 
2 Not required ff test .. teri1l is corrosive (o•lki.n•er hes•pH t:~ thMi 2 or-•1reater then 11.5; such a product will be classified es Toxicity Category I on the basis 

of potential eye and dermal irritation effec-..t\. : : • • .: • • • :•: : : 
3 Required if the product consists of, or ~.eortl,jtions.~f"uC,'\iill reCul,.Tn, en inheleble 111&terial (e.g. , gas, volatile substances, or aerosol/particulate). 
4 Required unless repeated der11111l exposure does not occur Wlder conditions of use. 

50 Acute Toxicity Footnote 50 for Brodifecoun, Bromedielone, Diphecinone end its Sodi1.111 Salt, Chlorophecinone, Bromethelin, end Zinc Phosphide. 

The Agency requires date to support each manufacturing end end-use product. 

I 

i: 
11, 
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United states Environmental Protection Agency 
Washington, D. c. 20460 

FOOTNOTES ARD KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 

_::- ·-case # and Na.e: 2755 Brodif aco\lll 

Footnotes (cont.): 

For a manufacturing-use product, a registrant may satisfy this requirement in three ·ways: 

1) submit data on actual product 
2) cite data on actual product 
3) cite data on product in same batch 

For-an end-use .product, a egistrant may satisfy this requirement in five ways: 
-. 

1) subllli t data on -actual product 
2) cite data on actual product 
3) cite data on pr:oduct in same batch _ _ 

Page 2 of 5 

~-- ... : . 

· - -4)- cite data on any product having the same X active and -source, provided both products contain 95X food grade materials and the remaining inerts would not be 
expected to change the toxf city categorf. ~ - - _ · :- · ~ ~ · · = _ -:_- ,_ ·- ~----~~ ~ · - ·- --- -_~ · _ -:..:.'."'. _ · . 
~- ~~s> ·cite data on the non·technical-source ·material ;-concentrate, provided end-use product contains~95x food grade materials and the remaining inerts would -not be 
expected to change the toxicity category. For exa111>le,· data for the-0.25X Brodifa~oun Concentrate would support lllOSt 0.005X Brodifac~ -end-use forllLllations. 

. -

Efftc.:y - Vertebnte Control -Agents 

SO- Efficacy Data Footnote 50- for BrodifacOUll, BrOmediolone, Diphacinone· and Its SOdiUll Salt, Chlorophactnone; Bromethal in, ·arid Zfnc- PnosP,ide-; --·· 

Efficacy data 111USt be subilitted or cited to support clai11111 for rodents that 11111y directly or indirectly trans11it diseases to hUllllna. In the past, registrants have 
established the efficacy for most, but not all, claims. To continue any public health claims on current labels, registrants need the following types of data to be on 
file with the Agency: 

PUBLIC HEALTH USES 
Sites Pests 

ALL Norway Rat, Roof Rat, 
House Mice 

ALL Praire Dogs 
••• 

ALL Ground Squirrels • • 
ALL Peromyscus spp. • • • • 

TYPE OF DATA • • • NEEDEi • • 
Laborit•~y. •: 
Laborl~y• .: 

••• • • •• • ••• 
Laboratory & Field 

• • ••• 
i:a~ratol-y:& H3ld 
l:it'*rltorJ) f i~ld9 

• • • • 

• • • • • ••• • • • • • • • • • • • 
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Footnotes (cont.): 

United States Environmental Protection Agency 
Washington, D. c. 20460 

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 

- --- -=-_::case I and NiDle: 2755 -· Brodifaco1Dl 

All laboratory efficacy studies nust be r111 with the specific bait fo,,.,letion that is in the product being supported. 

The Agency requires the following laboratory (OPP Designations) end field tests, depending on the pesticide end species of pest: 

I. ANTICOAGULANTS 

GUIDELINE 
- NO (OPP 

FORMULATION SPECIES DESIGNATION) 
Sol id Baits Norway/Roof Rat 96-10 
(non-wax) 1.203 or 

1.209 
[If bait is in plecep11ck, add: 1.217 

House Mouse - 96-10 - . 
1.204 or 
1.210 

. [If bait is in plecep11ck, add: 1.218 

Grouid Squirrels 96-12 
Prairie Dogs 96-12 

Sol id Baits Norway/Roof Rats 96-10 
(Wax Blocks 1.213 or 
& Pellets) 1.209 

House Mouse 96-10 
1.214 or 
1.210 

Grouid Squirrels 96-12 
Prairie Dogs 96-12 

Liquid Baits Norway/Roof Rat 96-10 ••• 

Tracking 
Powder 

House Mouse 

Norway/Roof Rat 

1.201 

96-10 
1.202 

96-10 
1.205 

• • • • • • 

EXPOSURE - -· --..... 
PERIOD 

- 15 - . \. _, 
1 

15 or 1] 

15 
1 

15 or 1] 

- -

15 
1 

15 
1 • • • ••• • • • • ••• • • • • • • • • • • • • • • • •• ••• 

.15 • ••• • • • • • • • • • • • • • • • ••• • • • • • •• • • • • • • • • • • • • • • 

..5 •• • • • 

15 

Page 3 of 5 
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United States Environmental Protection Agency 
Washington, D. c. 20460 

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 
-case # and Ncuae: 2755 Brodif acoum. 

Page 4 of 5 

Footnotes (cont.): 

. 

. 
-

. 

. 

. 

. 

-

. 

House Mouse 

Concentrate/ Norway Rat 
Technical 

96·10 
1.212 

96·10 
1.221 

House Mouse 96·10 
1.225 

Peromyscus spp. 96·12 or 
(deer mice, white· 96·11 
footed mice, etc.) 1.216 

1.223 

15 

If no "single-feeding• claim is ·made, ·the-bait-exposure period is-15 days.- If a "single-feeding" claim is desired, the exposure period is ·1 day.~- -

II. NON·ANTICOAGULANTS 
(Bromethalin and Zinc Phosphide) 

Sol id Baits Norway/Roof Rat 

Clf bait is in placepack, add: 

House MOl.me 

[If bait is in placepack, add: 

Ground Squirrels 
Prairie Dogs 

Tracking Norway/Roof Rat 
Powder 

House Mouse 

Concentrate/ Norway Rat 
Technical 

House Mouse 

96·10 
1.209 
1.219 

96·10 
1.210 
1.220 

96-12 
96·12 

96·10 
1.211 

96·10 
1.227 

96·10 
1.222 

96·10 
1.226 

••• • • • • • • 

2 or 
1 
2 or 1 

2 or 
1 
2 or 1 

• • • • ••• 
'" • • 2 0,.. • • 

1 

.Z. or • 
: 1: .. • • • • • • •• • • • • •• 

• ••• • • •• • • • • • • •• ••• 

••• • • • ~ 

• • • 

• • • ••• • • • • • • • 

• 

• 

• • • • 

.. -
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United States Environmental Protection Agency 
Washington, D. c. 20460 

FOOTHOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 

· -- , __ - ~ --·case # and Naiae: 2755 Brodifacou. 

Footnotes (cont.): 

Peromyscus spp. 96-12 or 
(deer mice, white- 96~11 

footed mice, etc.) 1.215 
1.224 

If no .. 11single-feeding" claim is made, the exposure is 2 clays. If a "single-feeding" claim is desired, the exposure period is 1 day. 

Applicability of 3-Day Test s: 

Page 5 of 5 

If claims have been accepted previously (prh>r to issuance of this RED) based upon results of trials with 3-clay bai't exposure periods, no new efficacy data may be 
needed, PROVIDED that the bait foM1Ulation does not change and that single-feeding claims are deleted from all labeling. 

General Comments about all Placepacks: 

-Efficacy-requirements· for placepacks · include a choice-feedfng -test ~(e.g., 1.203) plus a placepack-penetration test (e.g.·, 1.217). 

General Comments about Ready-to-Use Bait Stations: 

Efficacy requirements for ready-to-use bait stations are similar to those for placepacks, but protocols 1.217 and 1.218, etc., must be adapted to accomodate the 
specific product design being tested. Protocols should be reviewed and accepted by EPA before tests are initiated. SAFETY TESTS ALSO ARE REQUIRED IF READY-TO-USE 
STATIONS ARE CLAIMED TO BE "TAMPER-RESISTANT". 

Questions about Tests: . . ~ ... 
• • • • 

If you have questions about these tests, call Dr. WilCfeli "1c2>bs .al 703-305-6406. 
• • • • • • • •••• 

How to Satisfy Requirements: 
••8 • 

You may satisfy the data requirements in two ~ly(: : 
• • • • • • • • 1. Subnit or Cite (provide MRID or Accession ~o.) ~ata 

2. Repack Another Registered Product 

• • • • • •• • •• 

••• • • • • • • 

• • • •• • • • • • 

• • • • • • • • • • 

Cite the the product that is repacked. Subnit or cite NO data. The sites and pests claimed for your product may not extend beyond those claimed for the 
repacked product. 
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Apr-26-02 11:42A sas-co 

1181 .,t. ~ 1t8• 
.,.e. 6'z 1141 

~ ....... "m. ~ a 1a1• 
~ (111)717-3516 •u (ttt• 717-1510 

April 25, 2002 

Beverly Stroud 
Document Processing Desk (NEWCO) 
office of Pesticide Programs (7504C) 
U. S. Environmental Protection Agency 
Ariel Rio Building 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

FAX 703-305-7670 

Dear Ms. Stroud: 

Southeastern Solutions, Inc. is requesting an EPA 
company Number. 

Please forward the necessary paperwork to: 

SOUTHEASTERN SOLUTIONS, INC. 
P. o. Box 2147 
Richmond Hill, GA 31324 

Your Prompt attention to this matter is most 
appreciated. 

:! 

HRFjr:vaw 

P.02 
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FAX TO: J::::eel/LW/J/ //.tYe£Stt::J De&.i {;Ey./tO) 
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Apr-26-02 11:42A sas-co 

,, 
Harry Ford Ill 
~itknl 

Sot.iiHEASTERN 

Harry Ford Jr. 
R4ional Soja 

SoumoNs A~ SEsoUNC MunARY S11F.1.:rERs 

P.01 
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United States Environmental Protection Age·ncy 
Washington, D. c. 20460 

DATA CALL-IN RESPONSE 

INSTRUCTIONS; Pleeae type or print in fnk. Please r~ ·carefully the attached instructions and s.1.1pF1ty the inforwttfon recp.leSted on this iorm. 
Use add.rtiooal sheetfs) if necesury. 

Page 1. of 1 

fol"lll Awoved 

CN lfo. 2070·0107 
Z071l·00>7 

1. C°"'*1'/ ,..._ and Address 
RECKITT BENCKISER INC. 
i655 VALLEY ROAD 
WAYNE NJ 07474 

2. C:ese # end N11111e 
2755 Brodifacoum 

3. Date and Type of OCJ 
PRODUCT SPECIFIC 

4. EPA Pr~t 
-:5!.~!stta;ion·~:.:.. 

5. I wish to 6. Generic Data 7. Product Specific Data 
• • • ·_- <"9'\C:. _e l ·th l IO .. = -"6a. 1" • clai11il'llil a Generic 6b. ,J asree to satisfy Generic Te: MY pr~t is- 11 llJP end 

·· -procb:t regfs· ·oat11-Ex911fltton because I - · - · Data r~ire111ents-as indicated · · 1- agree to satisfy the flJP 
-,tratton ·Voh•l·- ---·-obtain ·th•· 11cttve-insredient ··· · orHhe ett&ched fo111 entftled- • - req..tlraenu on the. attacMd 

:.·:: - . ·~· ..... - · tar-Hy.·.· -- .. troiw .the .sOCN''ce-EPA regis· - · .. 11Req.atre11ents ·Statu& and. -- ·. - fem entttled "Req.tire111ent• 

7b: My prodUct ls an EUP end 
I ~ree to sati sfy the EUP 
req.airet1et1ts on the &ttedled 
form entitled •Jleq.ii rellftlts 
Status end Registr•nt's 
Rftpense. 11 - -

~ 
w 
(f) 
H 
~ u 
z: 
w 
m 
f
f
H 
~ u 
w 
~ 

(\J 
.-l 

(\J 
(S) 
lSI 
(\J 

['... 
.-l 

f
u 
0 

~, ,___ - ......, .. ~ - -. .-~"""'- · ·~ ~ ·~ ·:::--tration. nullber L.isted beloM. _. -- :-Registrant's Response.!.!.:_ .-. Stetua lllid Registr.-it's 

8. Certtffcetion 

11 

I ~ 

• _ M ResponH." 

N.A.. N.A. 

I certify that the state«teflts Jl60e on this iorm and all attachtllents are tr~e, accurate, and c~lete. 

9. Date 

I acknoltledge tltat any l:.nowfngl y fll~ or 111;slff<iing atate11ent 11111y be p.11tshable by fine, i111priscnient April 23, 200 2 
er tiath under aj:pticable law. /) . 
Signature end Title of Coq>eny's Autharh:ed Representati Jdi.~...._af(/w/fLt. tt-... Sr. Regula tory Aff a i rs Specia ist 

10. MIWR of C:onpeny Contact 11. Phone likaber 
Sean McNear 973-686-7390 

,, 

Yes 
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United states Environmental Protection Agency 
Washington, o. c. 20460 

REQUIREMmrl'S STATUS AND REGIS'l'RAN'l''S RESPONSE 

Page 1 

Fara Aps:lroved 

CJl8 Ha. 2070-0107 
2.070-0057 

INSTRlICHC»iS: Please type or prh1t in ink. Pleeae rem carefully the attached instructions and SUJIFllY the fnfonation r~ted Of'l this fc..-. 
U.se addftfonal shee~(sl if necessary. 

1. to.peny n.e anci Address 
RECKITT BENCKISER INC. 
1655 VALLEY ROAD 
WAYNE NJ - 01474 · .-

2. Caae # and H~ 
2755- Brodifacoum 

EPA Reg. No. 3282-81 

3. Date~ "fwe of DCl 
PRODUCT SPE~IFIC 
ID/ :3282-RD-6926 

Of 2 

4. Guideline 
Requi re111ent 

5. Study Title ii 
0 
T -

g 
6. Use 

·Pa.t~ern · -
7. test 
&.il&tence-- ·-=0

-

8. Ti• 
Fr~- -~ ·-

9. Re;tstrant 
Response -:'~ 

L 

- NLl!lber .., . 
2. ~. 

. .. . -

mc:~::::::::am::s: 
to ~ the procb:t 

b~ritiu - -

i~~i~l:ijg~if.if{rl ~F~ri.~i~iiiB£i~g~fiiii1:iti~i ~~f ~~~ ~ m@ ~~~~;~~~(,;~~ ;,;~£4ri~~!fZ8rtiii.i~ :~~~jj~M~ 
~J.ii;~IfElt11J~ mi®i?r.t:~fiimtt§ri\ml4.1l~l~I~il4i\?:lli*§t.·I. ~&i ::&t:*= n ~,liJ~~{i,Yl&iw:i •••~•%~~ 1~i5w.g~~i~i~ 
::~~~i~4-&~11~1r~1t~ i~•~ liitirw~£~r~&w:~1t~1111~ftBiirJ11izf: ;t111!m ~~&%~iii r@l!fti*li:~ittiW ~'~~;~;1111i~}I~¥ ~r;11ii~ n1l!:~t?4i: 

(9) K M 0 MP/RP 8 mos. 

83 0. 6320 corrosion cliariKte-ristfcs K M 0 MP /EP 8 mos. l 

~o. Certification 
l certify that the atatentents llllde on this fon11 and all attachments are true, accurat~. end c~lete. 
I ac~le<fse that any biowingly false or 11fsl11adinG stllte.nt my be puniahlhle by fine, illpl"isotMnt 
or both under appl ic;able law. () 

signature end Title of coirpany• s Authorized Represtr1tative.f6.""'-Cft~.~~~r. Regula tory Affairs Specialis l 

1 Z. H 1111e of Ccwpiny Contact 

Sean McNear 

I 

11. Date 

April 23, 2002 

13. Phone Hl.ilber 

973-686-7390 
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United States Environmental Protection Agency 
Washington, D. c. 20460 

REQOIREMENTS STATUS AND REGISTRANT'S RESPONSE 

.Eage 2 of 

Fora Approvect 

ctl8 Mo. 2070·0107 
ZOTD-0057 -

l~STRUCTl~S: Pletise type er print in fnlt. Please read c1r•f\llly t!ie attached instr~tioos and M41Ply the lnfonmtion r~ted «1 this torm. 
Uae additfona\. sheet(s) if necesa.11ry. 

1. COlf*lY ~ and Address 
RECKITT BENCKISER INC. 
1655 VALLEY ROAD 
WAYNE NJ - 07 47 4--

2. Case j W"ICI 11-
2755 Brodifacoum 

EPA Reg. No. 3282-81. 

3. Date lll'1d Type of liCJ 
PRODUCT SPECIFIC 
ID# 3282-RD-6926 

2 

4. G.Ufdet ine 
R~fre111ent 
N~r 

5. Study Ti~le -- - -:. ... J Progress 

~ 
Report~ 

6. Uae 
-pattern · - -. 

7. Test 
Substance 

a. rt11e 
frlll'!le · : 

9. Re;iatrant 
Response -

-

~ 1 2 3_ 

96-:lO c~al rodenttcidu (50) K M 0 EP 8 mos. l 

II 

II 

Enfttal to indicate certification as to fnfonmtion on this page 
(full te>C.t of certi fl ceti on Js on page one). Sf"\.. 

l 

Date 

April 23, 2002 
185



November 9, 1998 

Document Processing Desk (RED-SRRD-PRB) 
Office of Pesticide Programs (7504C) 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Hwy. 
Arlington, VA 22202 

Reference: Case Name: 
Case No. 
ID No. 

Brodifacoum 
2755 
3282-RD-6926 

d-CON Ready Mixed Generation II, EPA Reg. No. 3282-81 

Dear Sir or Madam: 

Enclosed is the 90 day Data Call In response form from Reckitt & Colman Inc. for the above 
registration. As required for this response, a data waiver for Acute inhalation is being requested 
and is provided. 

As noted on the Requirements Status and Registrant's Response form, we will be submitting new 
studies for all other data requirements. 

Our address has been corrected, and a copy of the previous notification to the agency is enclosed. 
Should you require further information regarding this submission, please contact me. 

Sincerely, 

~6"9s 
Bob Fellows 
Regulatory Affairs 
Tel: 973/686-7389 
Fax: 973/686-7396 
EMail: Bob.Fellows@Reckitt.com 

RECKITI & COLMAN INC. • 1800 Valley Road, P.O. Box 942 
Wayne, New Jersey• 07474-0942 • (973) 633-3600 • Fax (973) 633-3633 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • •••••• • 

• 
• • •••••• • 
•• • • • • • • • 

• 
• •• • • • •••• 
•• • • • • •• • 
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United States Environmental Protection Agency 
Washington, D. C. 20460 

DATA CALL-IN RESPONSE 

Page 1 of 

Form Approved 

OMB No. 2070·0107 
2070-0057 

1 

Approva l Expires 03-31·99 

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form. 
Use additional sheet(s) if necessary. 

1. C~ny name and Address 2. Case # and Name 
RECKITT & COLMAN INC, HOUSEHOLD PROD 
ATTN: EPA REGULATORY DEPT 

-~~-StJMM~~~--A-V:B 1655 Valley Road 
-MONWALE-NJ"---G.+.&4-5 Wayne, NJ 07470 

4. EPA Product 
Registration 

5. I wish to 
cancel this 
product regis
tration volun
tarily. 

6. Generic Data 
6a. I am claimimg a Generic 
Data Exemption because I 
obtain the active ingredient 
from the source EPA regis
tration nunber listed below. 

l: 

3282-81 
:! 

N.A. 

II 

Ii 

II 

p 

II 
• • • ••• • • • • ••• •• • • • • • • • • • • • • • • • ••• 

8. Certification 

2755 Brodifacoum 

6b. I agree to satisfy Generic 
Data requirements as indicated 
on the attached form entitled 
"Requirements Status and 
Registrant's Response." 

N.A. 

I certify that the statements made on this form and all attachments are true, accurate, and complete. 
I acknowledge l~it ~~? kno~nill?:~lse ~?·mit%~ading statement may be punishable by fine, imprisonment 
or both under ~pi'l if;~gle. lwif. : • : : /5, 6 ~ 

• • • • • • •• •• •• / -..6'Regulatory Affairs Signature and T+tle ef Compi!ny's "l\uthori~ed Representative~ _ z.-,;i. 

10. Name of Company Contact 

Bob Fellows 

ii 

3. Date and Type of DCI 
PRODUCT SPECIFIC 

7. Product Specific Data 
7a. My product is a MUP and 
I agree to satisfy the MUP 
requirements on the attached 
form entitled "Requirements 
Status and Registrant's 
Response." 

9. Date 

7b. My product is an EUP and 
I agree to satisfy the EUP 
requirements on the attached 
form entitled "Requirements 
Status and Registrant's 
Response." 

YES 

November 9, 1998 

11. Phone Number 

973/ 686-7389 
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Page 1 of 2 

United States Environmental Protection Agency 
Washington, D. C. 20460 

Form Approved 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 
OMB No. 2070-0107 

2070-0057 
Approval Expires 03-31-99 

INSTRUCTIONS: Please type or print in ink. Please read carefully the attached instructions and supply the information requested on this form. 
Use additional sheet(s) if necessary. 

1. COIJllany name and Address 
RECKITT & COLMAN INC, HOUSEHOLD PROD 
ATTN: EPA REGULATORY DEPT 

--2-z5--9UMM1-'P'P-AVE- 1655WValleyNRoad470 

2. Case # and Name 
2755 Brodifacoum 

3. Date and Type of DC I 
PRODUCT SPECIFIC 
ID# 3282-RD-6926 

-.MOND!ALE 'ID,_-"Q/6"4"S ayne, :J u7 EPA Reg. No. 3282-81 

4. Guideline 
Requirement 
Nl.lllber 

5. Study Title 

Prod Chm - Regular Chemical 
·=·:···"=·=·=·:·:::·:·:·:·:·:· :· :·:·=· ::~:~: ···:::::::::::::::::::::::;:::::=:=·:·="···:-~- ·:·=·": ·-::r:::_::::::::::._:!_::·_::_::_:::~ :: ::::.' .. =.=.• .. -.. •.·.•.•.=.•.•.•.=.•.~·.:;_:;_-=:=: ;:=·=·= .. ;.·. ... =·======·===··"· .... ··:=:: 
fj}t@ffmtt~~~~:::::::::::::::::::::::;:;:;:::::::::::::::;:;:;:::;:::::::;:;::=: .·:·:·:·:::::.:::·:·:·:-:::::.:·: ::::::::::::::::::::::::=:-::.:::.:::A:.. ::::iff · ·. 
61-1 

'r.i@H:g:::~~:l!ii::::IJ:f:: =·=<==;: 

-1 
J§gH!@t:::::r:t:tt:::t :::fLI::· 
62 - 3 Analytical method 

R 
0 
T 
0 c 
0 
L 

:§ f¥ t \\?}t\\%%ii!'::\\\\\::::::::::i::\\i\:;\:t:::=t?= :::::::~,?L9~::~ .-.. >? :::::=rt<?n+::sr:: tK,j,)1i,.,,~:1,.:::::::::::=:=====:::::::::: ::::::::=:::::=::::xn === 
63 -3 Physical state 

:P.:~: '.{'.4:::::::::::::::'::'!1\jtt ;:;--;,_ 9.#.~~ :(. ,: .... :=:=·= 
6.3 - 7 Density 

:§;::1:w:g:::1::':::::::::::::::::::::::::t:t:::::f1: ::Ji#.i•'i:i. ~::l:j:!:::::t:::t:J:t:: =:::=r\:;:r::l:t::: :=: Ptft:r === ,, .::::::::-- ··· 
63 -17 ~t~r~e ~bi l ity ( 18) 

• • •••• 
10. Certification 

Progress 
Reports 

2 3 

6. Use 
Pattern 

7. Test 
Substance 

8. Time 
Frame 

8 mos. 
:::==::::::;::::;:;:::::::: =: K M :(f1'•"R''1EP . ·· .. · ··:. '··· .. '··' o . mo:s·. 

:·:·: ;}} :·.: ... ·.·.·.·.:. ;:;:::; . .-.. . ·: L'.~ f:" . :: ... . ·:... . . ·. ·.. . . ·.;. .:.: .. <,.> • . • • ' . . .. K .M O MP/EP. . . . ............ 8 mos : 

=:;:=:=::=:::::;:::=::=:::, I::::::::nr::::::::''l.i::::::M g· .Mt>J~~~e===='::::::::::::}\::::::::::•:::::::::t: :., :=:1$ · ·=::~6.$.X 
K M 0 MP /EP 8 mos. 

/••••••))'" .: ..... : .... ···K ··M . 0 MP/El.?: . .· .8 -rhos •.. 
. . ... . K M 0 MP /EP S mos . 

==:=::=.,::::;-: .. :·:·: ,.,; •... :.: .~ •. M' 9 M?/E.1P. ·=· ·. ··.,: .. . x==::rtr?. >tJr.. mqs•> 
KM OMP/EP 8 mos. 

11. Date 
I certify that the statements made on this form and all attachments are true, accurate, and complete. 
I acknowledge.t1iat.a'h~ kno~fi!sl~:false•~•mr~tading statement may be punishable by fine, imprisonment 

9. Registrant 
Response 

or both under •cipr>l ~l~ lj!ll. : • : : 6o
6 
~ . . . . . . .. .. .. ~ 

Signature and T9i tle ~f Comp!ny's•Authori-Led Representative ~ ~( j 2 Regulatory Affairs November 9, 1998 

12. Name of Company Contact 13. Phone Number 

Bob Fellows 973/686-7389 
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United States Environmental Protection Agency 
Washington, D. C. 20460 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

Page 2 of 2 

Form Approved 

OMB No. 2070-0107 
2070-0057 

Approval Expires 03-31-99 

INSTRUCTIONS: Please type or pr i nt in ink. Please read carefully the attached instructions and supply the information requested on this form. 
Use additional sheet(s) if necessary. 

1. C<>qJany name and Address 2. Case # and Name 
RECKITT & COLMAN INC, HOUSEHOLD PROD 
ATTN: EPA REGULATORY DEPT 

2755 Brodifacoum 
-"'"Z2s-~ AVE"-- 1655 Valley Road 
--MeN'FVA:I:iE--NJ.---0-7-645-- Wayne, NJ 07470 EPA Reg. No. 3282-81 

4. Guideline 
Requirement 
NlJllber 

5. Study Title 

:~+::H+.tt::: :::::::::-:u::r:rt2::::1=:r=· • iI~sJ.fa:,~r~· l,::x~x.f~fa:t~. ~;.r:= : c.1.JsQ? 
81-2 Acute dermal (1,2,50) 
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81-3 Acute inhalation toxicity-rat (3,50) 
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81-5 Primary dermal irritation (1,2,50) 
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Initial to indicate certification as to information on this pa~ 
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Substance 
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ID# 3282-RD-6926 
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United States Environmental Protection Agency 
Washington, D. C. 20460 

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 

Case # and Name~ 2755 Brodifacoum 

Page 1 of 5 

Key: MP= manufacturing-use product; EP =end-use product; provided formulators purchase their active ingredient(s) from a registered source, they need not submit or cite 
data pertaining to the purchased product.[NOTE: If a product is a 100 percent repackage of another registered product, registrants are not subject to any data requirement 
identified in the tables.]; TEP= typical end-use product;TGAI =technical grade of the active ingredient; PAI ="pure" active ingredient; PAIRA = "pure" active 
ingredient, radiolabeled. 
Use tategori es Key: 

A - Terrestrial food crop 
F - Aquatic nonfood Industrial 
K - Residential outdoor 

B - Terrestrial food feed crop 
G - Aquatic nonfood residential 
L - Indoor food 

C - Terrestrial nonfood crop 
H - Greenhouse food crop 
M - Indoor nonfood 

D - Aquatic food crop 
- Greenhouse nonfood crop 

N - Indoor Medical 

E - Aquatic nonfood outdoor 
J - Forestry 
O - Indoor residential 

Footnotes: CThe following notes are referenced in column two (5. Study Title) of the REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE form.] 

Prod Chem - Regular Chemical 

Requirements pertaining to product identity, composition, analysis, and certification of ingredients are detailed further in the following sections: *158.155 for 
product identity and composition (61-1); *158.160, 158.162, and 158.165 for description of starting materials and manufacturing process (61-2); *158.167 for 
discussion of formation of impurities (61-3); *158.170 for preliminary ana lysis (62-1); *158.175 for certification of limits (62-2); and *158.180 for enforcement 
analytical methods (62-3). 

2 A schematic diagram and/or brief description of the production process will suffice if the pesticide is not a l ready under full sca le production and an experimental 
use permit is being sought. 

3 If the pesticide is not already under full scale production and an experimental use permit is sought, a discussion of unintentiona l ingredients sha ll be submitted to 
the extent this information is available. 

4 To support registration of an MP or EP, whether produced by an integrated system or not, the technical grade of Active Ingredient must be analyzed. If the technical 
grade of Active Ingredient cannot be isolated, a statement of composition of the practical equivalent of the technical grade of Active Ingredient must be submitted. 
Data on EPs or MPs will be required on a case-by-case basis. 

5 Certified limits are not required for inert ingredients in products proposed for experimental use. 
9 Required if test substances are dispersible with water. 

17 Not required unless efficacy data are required. 
18 Required for MP and EP but should not be submitted for EP unless (a) efficacy data are required to be submitted, Cb) the storage stability data show that the active 

ingredient(s) is (are) not wi thin the certified limits or toxicologically significant degradates are detected, or (c) product instability is suspected or incidents 
of instability are reported. Refer to PR Notice 92-5 for more information. 

Acute Toxic - Regular Chemical 

1 Not required if test materia l is a gas or highly volatile. 
2 Not required if test materia l is corrosive to skin or has pH less than 2 or greater than 11.5; such a product will be classified as Toxicity Category I on the basis 

of potential eye and dermal i rritation effects. 
3 Required if the product cons ists of, or under conditions of use will result in, an inhalable material (e. g., gas, volatile substances, or aerosol / par ticulate). 
4 Required unless repeated dermal exposure does not occur under conditions of use. 

50 Acute Toxicity Footnote 50 for Brodifacoum, Bromadialone, Diphacinone and its Sodium Salt, Chlorophacinone, Bromethalin, and Zinc Phosphide. 

The Agency requires data to support each manufacturing and end-use product. 
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United States Environmental Protection Agency 
Washington, D. C. 20460 

FOOTNOTES AND KEY DEFIN~TIONS FOR GUIDELINE REQUIREMENTS 

Case # and Name: 2755 Brodifacoum 

Footnotes (cont.) 

For a manufacturing-use product, a registrant may satisfy this requirement in three ways: 

1) submit data on actual product 
2) cite data on actual product 
3} cite data on product in same batch 

For an end-use product, a registrant may satisfy this requirement in five ways: 

1} submit data on actua l product 
2} cite data on actual product 
3} cite data on product in same batch 

Page 2 of 

4} cite data on any product having the same % active and source, provided both products contain 95% food grade materia ls and the rema ining i nerts would not be 
expected to change the toxicity category. 

5} cite data on the non- technical source material concentrate, provided end-use product contains 95% food grade materials and the remaining i ner ts would not be 
expected to change the toxicity category. For example, data for the 0.25% Brodifacoum Concentrate would support most 0.005% Brodi facoum end-use formulations. 

Efficacy - Vertebrate Control Agents 

50 Efficacy Data Footnote 50 for Brodifacoum, Bromadiolone, Diphacinone and its Sodium Salt, Ch lorophacinone, Bromethalin, and Zinc Phosphide. 

5 

Efficacy data must be submitted or cited to support claims for rodents that may directly or indirectly transmit diseases to humans. In the past, registrants have 
established the efficacy for most, but not all, claims. To continue any public health claims on current labels, registrants need t he following types of data to be on 
file with the Agency: 

PUBLIC HEALTH USES TYPE OF DATA 
Sites Pests NEEDED 

ALL Norway Rat, Roof Rat, Laboratory 
House Mice Laboratory 

ALL Prai re Dogs Laboratory & Field 

ALL Ground Squirrels Laboratory & Field 
ALL Peromyscus spp. Laboratory & Field 

191



United States Environmental Protection Agency 
Washington, D. C. 20460 

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 

Case # and Name: 2755 Brodifacoum 

Footnotes (cont.): 

All laboratory efficacy studies must be run with the specific bait formulation that is in the product being supported. 

The Agency requires the following laboratory (OPP Designations) and field tests, depending on the pesticide and species of pest: 

I. ANTICOAGULANTS 

GUIDELINE 
NO COPP EXPOSURE 

FORMULATION SPECIES DESIGNATION) PERIOD 
Solid Baits Norway/Roof Rat 96-10 
(non-wax) 1.203 or 15 

1.209 1 
Cif bait is in placepack, add: 1.217 15 or 1] 

House Mouse 96-10 
1.204 or 15 
1.210 1 

[If bait is in placepack, add: 1.218 15 or 1] 

Ground squirrels 96-12 
Prairie Dogs 96-12 

Solid Baits Norway/Roof Rats 96-10 
(Wax Blocks 1.213 or 15 
& Pellets) 1.209 1 

House Mouse 96-10 
1.214 or 15 
1.210 1 

Ground Squirrels 96-12 
Prairie Dogs 96-12 

Liquid Baits Norway/Roof Rat 96-10 15 
1. 201 

House Mouse 96-10 15 
1.202 

Tracking Norway/Roof Rat 96-10 15 
Powder 1.205 

Page 3 of 5 
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United States Environmental Protection Agency 
Washington, D. C. 20460 

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 

Case # and Name: 2755 Brodifacoum 

Footnotes (cont.) 

House Mouse 96-10 
1.212 

Concentrate/ Norway Rat 96-10 
Technical 1.221 

House Mouse 96-10 
1.225 

Peromyscus spp. 96-12 or 
(deer mice, white- 96-11 
footed mice, etc.) 1.216 

1.223 

15 

Page 4 of 5 

If no 11single-feeding11 claim is made, the bait-exposure period is 15 days. If a "single-feeding" claim is desired, the exposure period is 1 day. 

II. NON-ANTICOAGULANTS 
CBromethalin and Zinc Phosphide) 

Solid Baits Norway/Roof Rat 96-10 
1.209 

[If bait is in placepack, add: 1.219 

House Mouse 96-10 
1.210 

[If bait is in placepack, add: 1.220 

Tracking 
Powder 

Ground Squirrels 96-12 
Prairie Dogs 96-12 

Norway/Roof Rat 

House Mouse 

96-10 
1.211 

96-10 
1.227 

Concentrate/ Norway Rat 96-10 
Technical 1.222 

House Mouse 96-10 
1.226 

2 or 
1 
2 or 

2 or 
1 
2 or 1 

2 or 
1 

2 or 
1 
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United States Environmental Protection Agency 
Washington, D. c. 20460 

FOOTNOTES AND KEY DEFINITIONS FOR GUIDELINE REQUIREMENTS 

Case # and Name: 2755 Brodifacoum 

Footnotes (cont.) 

Peromyscus spp. 
(deer mice, white
footed mice, etc.) 

96-12 or 
96-11 
1.215 
1.224 

If no "single-feeding" clai11 is made, the exposure is 2 days. If a "single-feeding" claim is desired, the exposure period is 1 day. 

Applicability of 3-Day Tests : 

Page 5 of 

If claims have been accepted previously (prior to issuance of this RED) based upon results of trials with 3-day bait exposure periods, no new efficacy data may be 
needed, PROVIDED that the bait formulation does not change and that single-feeding claims are deleted from all labeling. 

General Conrnents about all Placepacks: 

Efficacy requirements for placepacks include a choice-feeding test (e.g., 1.203) plus a placepack-penetration test (e.g., 1.217). 

General Conrnents about Ready- to-Use Bait Stations: 

Efficacy requirements for ready-to-use bait stations are similar to those for placepacks, but protocols 1.217 and 1.218, etc., must be adapted to accomodate the 
specific product design being tested. Protocols should be reviewed and accepted by EPA before tests are initiated. SAFETY TESTS ALSO ARE REQUIRED IF READY-TO-USE 
STATIONS ARE CLAIMED TO BE "TAMPER-RESISTANT". 

Questions about Tests: 

If you have questions about t hese tests, call Dr. William Jacobs at 703-305-6406. 

How to Satisfy Requirements: 

You may satisfy the data requirements in two ways: 

1. Submit or Cite (provide MRID or Accession No.) data 
2. Repack Another Registered Product 

Cite the the product that is repacked. Submit or cite NO data. The sites and pests claimed for your product may not extend beyond those claimed for the 
repacked product. 

5 
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Co. Nr. Company Na.me 

003282 RECKITT & COLMAN INC, 
010182 ZENECA AG PRODUCTS 
011715 SPEER PRODUCTS INC 
061282 · HACCO, INC. 

United States Environmental Protection Agency 
Washington, D. C. 20460 

LIST OF ALL REGISTRANTS SENT THIS DATA CALL-IN NOTICE 

Case # and Na.me: 2755 Brodifacoum 

Additional Name Address City & State 

HOUSEHOLD PR ATTN: EPA REGULATORY DEPT 225 SUMMITT AVE MONTVALE NJ 
BOX 15458 WILMINGTON DE 
BOX 18993 MEMPHIS TN 
537 ATLAS AVE MADISON WI 

Page 1 of 1 

Zip 

07645 
19850 
38181 
53716 
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Form Approved OMB No. 2070-0060 

$·"'~l. 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY i~\ ., ' 401 M Street, S.W . ... ~' """""~~ 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registratior 
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Seni 
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE 
Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the completed form to this address. 

Certification with Respect to Citation of Data 

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol 

Reckitt Benckiser Inc.,1655 Valley Road, Wayne,NJ 973-686-7 90 3282-81 

Active fnoredient(s) and/or representative test compound(s) Date ' 
Brodifacoum April 23, 2002 

General Use Pattern(s) (fist all those claimed for this product using 40 CFR Part 158) Product Name 
Household/Indoor d-CON Ready Mixed Generation II 

NOTE: ff your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27). 

kiJ 
I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION I: METHOD OF DATA SUPPORT (Check one method only) 

D I am using the cite-all method of support, and have included with this form 

~ 
I am using the selective method of support (or cite-all option 

a fist of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a 
should be used for this purpose). completed fist of data requirements (the Data Matrix form must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the 
application for registration, the form for reregistration, or the Data-Calf-In response. In addition, if the cite-all option or cite-all option under the selective method i~ 
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data 
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and 
uses . 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have obtainE l 
the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I a~~~t>~ginaf data 
submitter; (b} I have obtained the permission of the original data submitter to use the study in support of this application; (c} all periods o~efigibility for 
compensation have expired for the study ; (d) the study is in the public literature; or (e} I have notified in writing the company that submittE¥'.ltthe •tudy and have 
offered (I) to pay compensation to the extent required by sections 3(c)(1}(F) and/or 3(c}(2)(B} of FIFRA; and (ii) to commence negotiatio$ t~ .i~~rmine the 
amount and terms of compensation, if any, to be paid for the use of the study. • • ••••• • • • 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery~n • 
accordance with sections 3(c}(1)(F) and/or 3(c}(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce~ei:tr •: 
evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my fl'(Jf:f?e!Jn conformit1 "1i i 

FIFRA. • • • •• • •• • • . ••••• 
I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I ackn~'1!.e~ge that any 

knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. • . 
•••• 

-
/ / • • • 

Signature Date Typed or Printed Name and Title •• 

~~-Jilt~~ 4/23/02 Sean McNear Sr. Regulatory 
- A&:&:-• (' ~ _.,.:. -.&... 

EPA Form 8570-34 (9-97) Electronic and Paper versions available. Submit only Paper version. 
. 
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Please read instructions on reverse before completing form. 
05-31-98 

Form Approved, OMB No. 2070-0060, Approval expires 

~ EPA 
United States 0 Registration OPP Identifier Number 

0 Environmental Protection Agency 0 Amendment 289188 
Washington, DC 20460 [g] Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-81 Venus Eagle 

4. Company/Product (Name) PM# ~None 0 Restricted - - ~-~=------

d-CON Ready Mixed Baitbits 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Reckitt Benckiser Inc. (b}(I), my product is similar or identical in composition and labeling 
1655 Valley Road to: 
Wayne, New Jersey 07474 EPA Reg. No. 

D Check if this is a new address 
Product Name 

Section - II 

D Amendment - Explain below. D Final printed labels in response to Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application 

D Notification - Explain below. [8] Other - Explain below 

Explanation: Use additional page(s) if necessary. (For Section I and Section II .} 
Application for Reregistration 

Section - Ill 
1. Material This Product Will Be Packaoed In: 
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

D Yes• [8] Yes D Yes D Metal 

[8J No D No [8J No D Plastic 
If "Yes" No. per If "Yes" No. per D Glass 

*Certification must Unit Packaging wgt. container Packagewgt. container [8J Paper 3.0 oz 4 
be submitted D Other (Specifiy) 
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

D Label [8] Container 12 oz [8J On Label 

D On labeling accompanying product 
6. Manner in Which Label is Affixed to Product D Lithograph [gj Other Print on carton 

D Paper glued 
D Stenciled 

Section - IV 

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this app4MiM)9 

Name Title Telepholi~ No .. (lnclude Area 
Sean McNear Sr. Regulatory Affairs Specialist Code) • • • • •• 

9Z3-686-73~1l •••• 
Certification 6. Date Applica~on • • • 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. I Received •••••• 
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both •• JStampedT •• • 
under applic;IDi' law. ,... • • • •• • • •••• 
2. Sign:u: .tll!WI f 3. Title • • • ••••• 

--r ~If\_ . '/'Ja~ Sr. Regulatory Affairs Specialist •••• • • 
4. Typed Name 5. Date •••• 

Sean McNear November 25, 2002 •• • • • • • •• 
EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete 

. . 
White- EPA File Copy (original) Yellow- Applicant Copy 
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PlllHll r .. d 1-tructlo- on revers• before comoletifkl form. 

&EPA 
United State1 

Environmental Protection Agency 
Washington, DC 20460 

Form Annroved. OMB No. 2070-0080 

§ Registration 
Amendment 
Other 

Application for Pesticide - Section I 

OPP Identifier Number 

289188 

1. Company/Product Number 2. EPA Product Manager nosed ClaHification 

t----------------------------------------------------------------------------------t-----------------------------------------------t None D Restricted 4. Company/Product (Name) PMI 

/ 
5. Name and AddreH of Applicant (Include ZIP Code/ 6. Expedited Review. lnr acord nee with FIFRA Section 3(c)(3) 

(b)(i), my product is similar or id ical in composition and labeling 
to: 

EPA Reg. No.~~~--r~~~~~~~~~~~~-

/ D Check if this is • new address 

Amendment - Explain below. 

Product Name 

Section - II / 
Final print labels in response to 
Agency tter dated D 

D 
D 

Resubmission in response to Agency letter dated-------

D 
D 
D 

•Me o• Application. 

Notification - Explain below. er - Explain below. 

Explanation: Use edditional page(s) if necessary. (For section I and Section .) 

1. Material This Product Will Be Packaged In: 

I Unit Packaging 

BYH 

No 

Child-Resistant Packaging 

By,,,· 
No 

I 
I 

Section - Ill 

Water Soluble Packaging 

D Yes 

D No 

2. Type of Container 

~:::c 
Glass 
Paper 

• Certification must 
be submitted 

If •y,,.· ..,.,nl 
Unit Packaging ;·I No. per 

container 
If •Yes• 
Package wgt 

No. per 
container Other (Specify) ______ _ 

3. Location of Net Contents lnfonnation 

0 Label 0 Container / 
6. Manner in Which Label is Affixed yoduct 

I 

4. Size(s) Retail Container 

- Lithograph 
_ Paper glued 

Stencired 

I 

Section - IV 

0 Other 

5. Location of Label Directions 
c:J On Label 
CJ On Labeling accompanying product 

• • •••••• 

•• • 
1. Contact Point (Complete it,,/ns directly below for identification of individual to be contacted, if necessary, to process this s#p/i~l~n.J 

Name I Title Telephone No. <include Ari; cMi 
•••••• - -

I 

Certification 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledge that any knowingly false or misleeding statement may be punishable by fine or imprisonment or 
both under applicable law. 

2. Signature 3. Title 

4. Typed Name 5. Date 

EPA Form 8570-1 !Rev. 8-94) Previous editions ere obso White - EPA File y lorlglnal) 

• • • • • • 
6t D:te .~pplica~~'! •• 

~ece1ved • • 
• • •••• 

•• .(Stamped) 
• • •••• 
•• • • • • • •• 

Yellow -Applicant Copy 
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- - -- - -- - -~ 

. e • ,. 
< Please read instructions on reverse before completing form. Form Approved, OMB No. 2070-0060, Approval expires 

05-31-98 

ft EPA 
United States D Registration OPP Identifier Number 

0 Environmental Protection Agency D Amendment 289021 
Washington, DC 20460 12] Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-65, 3282-66, 3282-74, 3282-81 Venus Eagle 

4. Company/Product (Name) PM# [8J None D Restricted 
d-CON Mouse Prufe II, Bait Pellets, Bait Pellets II, 
Ready Mixed Baitbits 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Reckitt Benckiser Inc. (b)(I), my product is similar or identical in composition and labeling 
1655 Valley Road to: 
Wayne, New Jersey 07474 EPA Reg. No. 

D Check if this is a new address 
Product Name 

Section -11 

D Amendment - Explain below. D Final printed labels in response to Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application 

D Notification - Explain below. ~ Other - Explain below 

Explanation: Use additional page(s) if necessary. (For Section I and Section 11.) 
Additional Information for Reregistration 

Section - Ill 
1. Material This Product Will Be Packaged In: 
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

D Yes* ~Yes D Yes D Metal 

~No D No ~No D Plastic 
If "Yes" No. per If "Yes" No. per D Glass 

*Certification must Unit Packaging wgt. container Package wgt. container 
~ Paper 

be submitted D Other (Specifiy) 
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

D Label ~ Container ~On Label 

D On labeling accompanying product 

6. Manner in Which Label is Affixed to Product D Lithograph ~ Other Print on carton 
0 Paper glued 
D Stenciled 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this appli~~tb~j • 

Name Title Telephone No. (Include Area 
Sean McNear Sr. Regulatory Affairs Specialist Code) 

973-686-7390 
Certification 6. Date ApplicatK>_n_ ;-;~ 1-= 

1-

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. I ~-~~ed • • 
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both • (St co•••• ••• .ampe • •• • under applicable_;a,-. • • 
2. Sig~fl&~ 3. Title •• • •••• • • 

Sr. Regulatory Affairs Specialist • ••••• 
•••• • • 

4. Typed Name 5. Date •••• 
Sean McNear April 16, 2003 • • • • • •••• 

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete White- EPA File Copy (original) Yellow- Applicant Copy 

.. 
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.....-----==---------- ---------------- ------------------- ----

F'ltNse ~•d ln1tructioM on ,..~. bef. maletina form. Form Aa ed. OMB No. 2070-0060 

United States § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 289021 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

4. Company/Product (Name) \ PMI DNone D Restricted 

5. Name and Address of Applicant fine de ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 

EPA Reg. No. 

D Checlc if this is • new address Product Name 

\ Section - II 

D Amendment - Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dat D "Me Too" Application. 

D Notification - Explain below. D Other - Explain below. 

Explanation: Use edditional paga(11) if necessary. (For se 'on I and Section II.) 

SeCiion - Ill 
1. Material This Product Wiii Be Packaged In: \ 
Child-Resistant Packaging Unit Packaging §':\-;~ 2. Type of Container 

aves· av .. ~Mo~ 
No No 

Plaetic 
Glass 

e Certification must If "Yes" No. par If "Yes" 

1

,per 
Paper 

Unit Packaging wgt. container Package wgt 

1 

tainer Other (Specify) 
be submitted 

3. Location of Nat Contents Information 4. Size(s) Retail Container \ 5. Location of Label Directions 

D D Container 
E3 OnLabel 

Label On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product - Lithograph D Other\ 
- Paper Peluad \ Stencied 

Section - IV \ 
...... ... .. 
• •••• 

1 . Contact Point (Complete items directly below for identification of individual to be contacted, if nece~ary, to process this application.} 

Neme Title \ Telephone No. llncluda Ar11fnt> 
---- ·~ ---- - • • • • • • • - -----

CertHication ~ 6~ Date Applicati~: • •: 
• 1f~eit-ed •• 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and c plate. •• • •••• I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment r • cstampc"' • • • 
both under applicable law. • ••• 

3 . Title • • 2. Signature •••• 
• • • • • •• •• 

4. Typed Name 5. Data 

. . I A Form 8570-1 (Rev. 8-94) Previous editions are obsolete . White - EPA Fiie Copy lorlgln.I) YeUow -Appllcant Copy 
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• F orm A 1pprove 0 . -d OMB N 2070 0060 

~" UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~-l -"# 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 1.25 hours per response for registration 
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Send 
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE 
lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington , DC 20460. 
Do not send the completed fonn to this address. 

- -

Certification with Respect to Citation of Data 

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol 
Reckitt Benckiser, Inc. Morris Corporate Center IV 399 Interpace Parkway Parsippany, NJ 07054 3282-81 

Active lnoredient(s) and/or representative test compound(s) Date 
Brodifacoum October 9, 2006 

General Use Pattern(s) (list all those claimed for this product usino 40 CFR Part 158) Product Name 
Rodenticide D-Con Ready Mixed Baitbits 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the Fonnulator's Exemption Statement (EPA Form 8570-27). 

D I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION I: METHOD OF DATA SUPPORT (Check one method only) 

D 
I am using the cite-all method of support, and have included with this fonn 0 I am using the selective method of support (or cite-all option 
a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a 
should be used for this purpose). completed list of data requirements (the Data Matrix fonn must be 

used) . 

SECTION II : GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the 
application for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is 
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data 
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and 
uses . 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have obtained 
the written pennission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the pennission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; or (e) I have notified in writing the company that submitted the study and have 
offered (I) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to detennine the 
amount and tenns of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1 )(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce such 
evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my produ~in coritormity with 
FIFRA. •••••• • 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and comilete. I acknoYM•c(g; t~t any 
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. • • •: • ! • • • • 

Signature~{}(_ U. rt) L1GK,r._1i,J 
Date 

I0/9 /d~ 
EPA Form 8570-34 (9-97) Electronic and Paper versions available. Submit only Paper version. 

• • " • • • 
Typed or Printed N'a'h¥i •aTtO Title 

• • •••••• • • • Liane Jenkins, Regulat<try Specialiit,. • • 

• • • • ••••• 

• . 
. - - ... 

• 
•••• • • •••• 
•••• • • • tt • 
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• Please read Instructions on reverse before completing form 
Form Aooroved . OMB No. 2070-0060. Aooroval exoires 2-28-95 

§ Registration OPP Identifier Number 

~EPA 
United States 

Environmental Protection Agency Amendment 304863 Washington, DC 20460 Other 

Application for Pesticide ·Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-81 Julia Stokes 

4. Company/Product (Name) PM# [l] None D Restricted 

d-CON® Ready Mixed Baitbits 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordanoo with FIFRA Section 3(c)(3) (b)(i), my product 

Reckitt Benckiser Inc. 
is similar or identical in composition and labeling to: 

399 Interpace Parkway 

Parsippany, NJ 07054-0225 EPA Reg. No. 

D Check if this is a new address 
Product Name 

Section II 

~ FM oi""" .... ;o ""'°'"" to § """""""'_ ""'.," "'"' Agency Letter dated 

Resubmission in response to Agency Letter dated "Me Too" Application. 

Notification - Explain below. Other - explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section 11.) 

Additional Information for Reregistration 

Section Ill 
1. Material This Product Will Be Packac:ied In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 
2. T~Coo";"" 

~v~· ~y~ ~Yes 
Metal 
Plastic 

No No No 
Glass 
Paper 

lf"yes," No. per lf"Yes," No. per Other (Specify) 
Unit Package wgt. container Package wgt. container 

* Certification must be 
submitted. I 

3. Location of Net Contents Information 4. Size(s) of Retail Container I 5~tion of Label Directions 

D Label ~Container On Label 
On Labeling accompanvinc:i product 

6. Manner in Which Label is Affixed to Product § Lithograph L_JOtherl ) 
Paper glued 
Stenciled 

Section IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this applicaiton.J 

Name Title 

Liane Jenkins Regulatory Specialist 

Certification 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledge that any knowingly false for misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

2. Signature 3. Title 

ch« IJ_ Q ~ tVJ Regulatory Specialist 

4. Typed Name 5. Date 

Liane Jenkins October 9, 2006 

EPA Fnrm !1570-1 lrAv. R-941 PrAvinus Arlitinns '4rA nhsnlAtA. 
.. 

\Nh1tP. - FPA FilP. r.nnv lnnoin::il\ 

Telephone No. (lndude Area Code) 

(973) 404-2781 

6. Date Application 
Recei~d • •••••• • 

(~rvged) 

• • •4 • • •• • ••• . • • • • • • • • • •••• •• •••••• • • • A • 
•le • ••• 

••••• • • • ••• • • • • • •• •• It -- ... -
YP.llnw - tlhnllr..::internnv • ••• 

•••• • • • •• • 
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Fonn Approved OMB No. 2070-0060 

,J',(U~ ... 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ~) . _.. ... 401 M Street, S.W . 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of infonnation is estimated to average 1.25 hours per response for registratior 
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary fonns. Seni 
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE 
lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the completed fonn to this address. 

Certification with Respect to Citation of Data = 
Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol 

Reckitt Benckiser Inc.,1655 Valley Road, Wayne,NJ 973-686-7 90 3282-81 

Active lnQredient(s) and/or representative test comoound(s) Date I 

Brodif acourn April 23, 2002 

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name 

Household/Indoor d-CON Ready Mixed Generation II 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the Fonnulator's Exemption Statement (EPA Fonn 8570-27). 

ti] I am responding to a Data-Call-In Notice, and have included with this fonn a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION I: METHOD OF DATA SUPPORT (Check one method only) 

D 
I am using the cite-all method of support, and have included with this fonn 

~ 
I am using the selective method of support (or cite-all option 

a list of companies sent offers of compensation (the Data Matrix fonn under the selective method), and have included with this form a 
should be used for this purpose). completed list of data requirements (the Data Matrix fonn must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify that this application for registration, this fonn for reregistration , or this Data-Call-In response is supported by all data submitted or cited in the 
application for registration , the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method i~ 
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data 
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and 
uses . 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have obtaine j 
the written pennission of the original data submitter to cite that study . • ••• • • •••• 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am th~ "~(linal data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eli~~~ity for 
compensation have expired for the study; (d) the study is in the public literature; or (e) I have notified in writing the company that submitte!t e study and have 
offered (I) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA; and (ii) to commerf!'1C~<tiations to d~tennine the 
amount and tenns of compensation, if any, to be paid for the use of the study . • • : • • • • 

•••••• • •• 
I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation an<ffiljjd'ence of Uoi~ii~livery in 

accordance with sections 3(c)(1 )(F) and/or 3(c)(2)(8) of FIFRA are available and will be submitted to the Agency upon req'ies~ .~hould I f~i~t.,~nJ:!uce such 
evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registr<Mion ef my product in confonnity wi h 
FIFRA. ••••• • 

•••• • • 
I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I ackno\fl!d!fe that any 

knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. •• • • • • • • • 

Signature fi'-f/lt£~ Date Typed or Printed Name and Title 

4/23/02 Sean McNear Sr. Regulatory 
A J:J:_.: ~ -.:-1.:_ .. 

EPA Form 8570-34 (9-97) Electronic and Paper versions available. Submit only Paper version. -
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

Ms. Liane Jenkins 
Registration Specialist 
Reckitt·Benckiser, Inc. 
399 Interpace Parkway 
Parsippany, NJ 07054-0225 

RE: Minor Addition to the Label 
EPA Registration Number: 3282-81 
Date of Submission: January 16, 2007 

Dear Ms. Jenkins: 

OFFICE OF 
l'REVENTfON. PESTICIDE AND 

TOXIC SUBSTAN 'E 

The Agency is in receipt of your Application for Pesticide Notification under Pesticide 
Registration Notice (PRN) 98-10 dated January 16, 2007, for the product d-CON® Ready Mixed 
Baitbits. The Registration Division (RD) has conducted a review of this request for its 
applicability under PRN 98-10 and finds that the actions requested fall within the scope of PRN 
98-10. The label submitted with the application has been stamped ' 'Notification" and will be 
placed in our records. 

If you have any questions, please call me directly at 703-305-6249 or Joyce Edwards of 
my staff at 703-308-5479. 

Sincerely, 

~ 
Linda Arrington 
Notifications & Minor Formulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 
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January 16, 2007 

e 
RECK.In 

BENCICISER 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
One Potomac Yard, Room S4900 
2777 S. Crystal Drive 
Arlington, VA 22202 

Attention: John Hebert, PM-7 

Ref.: d-CON® Ready Mixed Baitbits 
• EPA Reg. No.: 3282-81 
• OPP ID No.: 305607 
• Minor additions to the label 

Dear John, 

Reckitt Benckiser is submitting a Notification to add minor changes to the Master Label for the above 
mentioned Registration. The additions we are adding are the following: 

• (4) Bait Trays 

• Adding a phone number for Spanish Instructions. The statement will be in Spanish. the 
English translations is as follows: Important: For directions for use and first aid 
instructions in Spanish, please call 1-866-648-1819." 

There are no other c: 1anges made to the Master Label. 

The enclosed documents support this registration action: 

• EPA Application of Pesticide Registration, Form 8570-1, OPP ID No. 305607 
• Certification Statement as per PR Notice 95-2 

Thank you for your prompt assistance with this registration action. If you have any questions, please 
contact me at (973) 404-2781 or via e-mail at liane.jenkins@reckittbenckiser.com . 

Sincerely, 

Liane Jenkins 
Registration Specialist 

RECKITT BENCKISER INC. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

Morris Corporate Center IV. 399 Interpace Parkway, P.O. Box 225, Parsippany, NJ 07054-0225 
Tel. (973)-404-2600 • Fax (973)-404-5700 

•••• • • •••• 
• • •••••• • 

• 
• • •••••• • 
••• • • • •• 

• 
•••• • • •••• 

••• • • • •• 
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Please read Instructions on reverse before completing form. 
F arm Approved. OMB No. 2070-0060. Approval expires 2-28-95 

§ Registration OPP Identifier Number 

BtEPA 
United States 

Environmental Protection Agency Amendment 305607 Washington, DC 20460 Other 

Application for Pesticide • Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

3282-81 John Hebert 

4. Company/Product (Name) PM# [lJ None D Restricted 

d-CON® Ready Mixed Baitbits PM-7 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) (b)(i), my product 

Reckitt Benckiser Inc. 
is similar or identical in composition and labeling to: 

399 Interpace Parkway 
Parsippany, NJ 07054-0225 EPA Reg. No. 

D Check if this is a new address 
Product Name 

Section II § '""'' "'""" .... '" """"~" § ___ .,, ...... Agency Letter dated 

Resubmission in response to Agency Letter dated "Me Too" Application. 

Notification - Explain below. Other - explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

Adding the following to the front panel label: (4) Bait Trays 

Adding a phone number for Spanish Instructions. The statement will be in Spanish. the English translations is as follows 

"Important: For Directions for Use and First Aid instructions in Spanish please call 1-866-648-1819" 

Section Ill 
1. Material This Product Will Be Packaaed In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 
2. T~Co""i"' 

BYes* ay~ BYes 
Metal 
Plastic 

No No No 
Glass 
Paper 

If "yes," No. per lf"Yes," No. per Other (Specify) 

• Certification must be 
Unit Package wgt. container Package wgt. 

I 

container 

submitted. 
3. Location of Net Contents Information 4. Size(s) of Retail Container 15. Location of Label Directions 

D Label D Container 
On Label B On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph LJOtherl ) 
Paper glued 
Stenciled 

Section IV 
..... 

• • 
1. Contact Point (Complete items directly below for identification of individual to be contacted. if necessary, to process this aoolicaiton.) --.... 

Name Title Telephone No. (~il'"~a Code) 
• 

Liane Jenkins Registration Specialist I e •• e. (973) 40+.2781 
' • • ' • • -Certification ••••• • 6. Date "-~J"ieation 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. • • Received •• • •• • I acknowledge that any knowingly false for misleading statement may be punishable by fine or imprisonment or • • 
both under applicable law. ••••• (Sta"1ped) • ~ ••••• • 

2. Signature 3. Title • ••• 

~~ 9b~~ 
• • 

Registration Specialist •••• 
••• • • • 

4. Typed Name 5. Date •• 

Liane Jenkins January 16, 2007 

EPA Fnnn R570-1 /rAv. R-941 PrAvinu!< Aditinn!< arA nh!<nlAtA. 
.. 

Wh1tP. - FPA F1IP. C:nnv lnnnin:.I\ YP.llnw - Annilr.:.nt r.nnv 206



January 16, 2007 

e 
RECJ(ITI 

BENCKISER 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
One Potomac Yard, Room S4900 
2777 S. Crystal Drive 
Arlington, VA 22202-4501 
ATT: John Hebert PM 7 

RE: d-CON Ready Mixed Baitbits 
EPA Registration No.: 3282-81 
Certification Statement per PR Notice 98-10 

This notification is consistent with the provisions of PR Notice 98-10 and EPA 
regulations at 40 CFR 152.46, and no other changes have been made to the labeling 
or the confidential statement of formula of this product. I understand that it is a 
violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I 
further understand that if this notification is not consistent with the terms of PR Notice 
98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and I may be 
subject to enforcement action and penalties under sections 12 and 14 of FIFRA. 

~~~ 
Liane Jenkins 
Regulatory Specialist 

RECKllT BENCKISER INC. 

•••••• • • • • • 
•••••• • • ... 
••••• • • ••••• 

Morris Corporate Center IV. 399 Interpace Parkway, P.O. Box 225, Parsippany, NJ 07054-0225 
Tel. (973)-404-2600 • Fax (973)-404-5700 

•••• • • •••• 
• • •••••• • 

• 
• • •••••• • .... . 

• • •• 
• 

•••• • • •••• 
••• • • • •• 
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. ' 

d-CON READY MIXED GENERATION II 
EPA REG. NO: 3282-81 

12 OZ AND 3 LB. OUTER BOX 
FRONT LABEL 

Page 1of8 
April 2, 2007 

(GOOD HOUSEKEEPING SEAL) 

d-CON® 
READY MIXED BAITBITS 

KILLS MICE AND RATS 

CAN KILL IN ONE FEEDING 
*Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 5 days 

after feeding begins. 

Keep out of reach of children. 
CAUTION: May be harmful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: 
Brodifacoum 3-[3-(4'-bromo-{l,1 '-
biphenyl }-4-yl)-1,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one .................................... 0.005% 
INERT INGREDIENTS: ............................................ 99.995% 

TOTAL 100.000% 

4 READY TO USE BAIT FILLED TRAYS 
4BAITTRAYS 
NET CONTENTS 4/3.0 OZ. (85g) NET WT. 12 OZ. (340g) 

16 READY TO USE BAIT FILLED TRAYS 
NET WT. 3 LBS. (1360g) 

Important: .For Direction for use and first aid instruction in Spanish, please call 1-866-648-1819 
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.. e 
d-CON READY MIXED GENERATION II 
EPA REG. NO: 3282-81 

12 OZ BOX AND 3 LB. OUTER BOX 
BACK LABEL 

d-CON READY MIXED GENERATION II 

KILLS RATS AND MICE 
Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats 

DIRECTIONS FOR USE 

Page 2 of8 
April 2, 2007 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

READ TIDS LABEL: Read this entire label and follow all use directions and use precautions. 

IMPORT ANT: Do not expose children, pets, or other non target animals to rodenticides. To help prevent 
accidents: 

1. Store product not in use in a location out of reach of children and pets. 

2. Apply bait in locations out of reach of children," pets, domestic animals and non-target wildlife, or in 
tamper-resistant bait stations. These stations must be resistant to destruction by children under six years of 
age and must be used in a manner that prevents such children from reaching into bait compartments and 
obtaining bait. If bait can be shaken from stations when they are lifted, units must be secured or otherwise 
immobilized. Even stronger bait stations are needed in areas open to hoofed livestock, raccoons, bears, 
other potentially destructive animals, or in areas prone to vandalism. 

3. Dispose of product container, and unused, spoiled, and unconsumed bait as specified on this label. 

USE RESTRICTIONS: This product may be used to control House Mice, Norway Rats, and Roof Rats 
in and around homes, industrial, commercial, agricultural and public buildings. d-CON Ready Mixed 
Generation II may also be used in transport vehicles (ships, trains, aircraft) and in and around related ports 
or terminal buildings. Do not use in sewers. Do not place bait in areas where there is a possibility of 
contaminating food or surfaces that come in direct contact with food. Do not broadcast bait. 

SELECTION OF TREATMENT AREAS: Determine areas where rats or mice will most likely find 
and consume the bait. Generally, these are along walls, by gnawed openings, in or beside burrows, in 
comers and concealed places, between floors and walls, or in locations where rodents or signs of rodents 
have been seen. Remove as much alternative food as possible. Use tamper-resistant bait stations 
wherever necessary (see "IMPORTANT:"). 
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.. e 
d-CON READY MIXED GENERATION II 
EPA REG. NO: 3282-81 

APPLICATION DIRECTIONS: 

Page3 of8 
April 2, 2007 

(FOR 12 OZ. BOX ONLY: The amount of bait contained in the trays in this box is unlikely to be 
sufficient to kill more than 3 to 12 rats. More than one box may be needed to control larger infestations. 

To Control Norway and Roof Rats: Place 1 - 4 bait trays per placement. Space placements at intervals 
of 15 - 30 feet in infi ted ar as. If trays are not fed for 5 con ecutive day , relocate them to other 
places where rodent activity exists and where placements consistent with the requirements of this 
label can be made. Maintain an uninterrupted supply of fresh bait for at least 10 days. 

To Control House Mice: Open tray and apply 1/4 - 1/2 oz. (1 - 2 level tablespoons) ofbait at 8 to 12 foot 
intervals in infested areas. Larger placements (up to 2 ounces) may be needed at points of 
extremely high mouse activity. Maintain a supply of fresh bait for at least 15 days. 

Check bait locations every 2 days for signs of feeding. Replenish bait if more than 1/2 of the original 
amount has been removed by rodents. Replace contaminated or spoiled bait immediately if rodent activity 
is still evident. Collect and dispose of all dead animals and leftover bait properly. 
To prevent reinfestation, limit sources of rodent food, water and harborage as much as possible. If 
reinfestation does occur, repeat treatment. Where a continuous source of infestation is present, establish 
permanent bait stations and replenish as needed. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EATEN BY HUMAS, CALL A PHYSICIAN AT ONCE. 
For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN BY 
ANIMALS OR PETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of the 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin K 1 are indicated, as in poisoning from overdose of dicumarol (bishydroxy 

coumarin). FOR HUMAN CASES: Vitamin Kt is antidotal at doses of 10 to 20 mg (not mg/kg). 

Repeated treatments may need to be given for up to 30 days (based on monitoring ofprothrombin times). 
In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Contains Brodifacoum, 
an anticoagulant with a half-life in the dog of 1 - 4 days. For dogs that have ingested or that are 
suspected of having ingested Brodifacoum, and/or have obvious poisoning symptoms, such as bleeding or 
have lowered prothrombin times, give Vitamin K 1 as follows: Vitamin K 1 is antidotal at 5 mg/kg 

intramuscularly. Oral Vitamin K 1 should be given for up to 30 days at 5 mg/kg (based on monitoring of 

prothrombin times). In severe cases blood transfusions may be necessary. 

ENVIRONMENTAL HAZARDS: This product is toxic to fish, birds and wildlife. This product can 
pose a secondary hazard to birds of prey and mammals. Do not apply directly to water. 
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STORAGE: Store only in original container, in a dry place inaccessible to children and pets. 

DISPOSAL: Do not reuse empty container. Securely wrap contained and any unused bait in newspaper 
and discard in trash. 

Important: For Direction for use and first aid instruction in Spanish, plea e call 1- 66-648-1819 
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12 OZ. BOX RIGHT SIDE PANEL 

d-CON® 
PELLETS GENERATION II 

KILLS MICE AND RA TS 

Kills W arfarin-Resistant 
House Mice and 

W arfarin-Resistant 
Norway Rats 
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NOTICE TO BUYER AND USER: Seller warrants that this product conforms to the chemical description on the 
label and is reasonably fit for the purpose stated on the label when used in accordance with directions under normal 
conditions of use. This warranty does not extend to the use of this product contrary to label instructions, or under 
abnormal use conditions, or under conditions not reasonable foreseeable to Seller, and Buyer and User assumes the 
risk of any such use. 

SELLER DISCLAIMS ALL OTHER WARRANTIES EXPRESSED OR IMPLIED INCLUDING ANY 
WARRANTY OR FITNESS OR MERCHANTABILITY. SELLER SHALL NOT BE LIABLE FOR 
CONSEQUENTIAL, SPECIAL OR INDIRECT DAMAGES RESULTING FROM THE USE OR HANDLING 
OF TIIlS PRODUCT AND SELLER'S SOLE LIABILITY AND BUYER'S AND USER'S EXCLUSIVE 
REMEDY SHALL BE LIMITED TO THE REFUND OF THE PURCHASE PRICE. 

EPA Reg. No. 3282-81 
EPA Est. No. 475-MS-l; 2393-WI-1 

SATISFACTION 
GUARANTEED OR 

YOUR MONEY BACK 

Important: For Direction for use and first aid instruction in Spanish, please call 1-866-648-1819 
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12 OZ. BOX LEFf SIDE PANEL 

d-CON® 
PELLETS GENERATION Il 

KILLS RA TS AND MICE 

CAN KILL INONE FEEDING* 

*Rats and mice may consume a lethal dos.e in one feeding with first dead rodents appearing 4 or 5 
days after feeding begins. 

MADE IN THE USA 

d-CON BAITS: 
KILLING RATS AND MICE IN AMERICA 

FOR SO YEARS 

SATISFACTION 
GUARENTEED OR 

YOUR MONEY BACK 

Distributed by: 
Reckitt Benckiser Inc 
Parsippany, NJ 07054 

Important: For Direction for use and first aid instruction in Spanish, please call 1-866-648-1819 
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d-CON READY MIXED GENERATION II 
EPA REG. NO: 3282-81 

3 OZ. BAIT TRAY 
FRONT PANEL 

d-CON® 
PELLETS GENERATION II 

KILLS RATS AND MICE 

READY-TO-USE BAIT TRAY 

Kills Warfarin-Resistant House Mice and Warfarin-Resistant Norway Rats 

CAN KILL INONE FEEDING* 
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*Rats and mice may consume a lethal dose in one feeding with first dead rodents appearing 4 or 5 
days after feeding begins. 

Keep out of reach of children. 
CAUTION: May be hannful or fatal if swallowed. 

Read additional precautionary statements on back panel. 

ACTIVE INGREDIENT: Brodifacoum 3-[3-{4'-bromo-{l,1 '
biphenyl }-4-yl)-1,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one .................................... 0.005% 
INERT INGREDIENTS: ....... .................................... 99.995% 

TOTAL 100.000% 

NET WT. 3 OZ. BAIT TRAY (85g) 
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3 OZ. BAIT TRAY 
BACK PANEL 

Kills Warfarin-Resistant Norway Rats and Warfarin-Resistant House Mice. 

DIRECTIONS FOR USE 
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It is a violation of Federal law to use thi product in a manner inconsistent with its labeling. 
Read the entire label on the outer package before using this product. It is illegal to sell these bait trays 
individually. 
PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
KEEP OUT OF REACH OF CHILDREN. 
Place bait in areas not accessible to children, pets, domestic animals or wildlife or in tamper-resistance 
bait boxes. 
CAUTION: May be harmful or fatal if swallowed. Keep away from humans, domestic animals, and pets. 
Wash hands after handling bait. IF BAIT IS EATEN BY HUMANS, CALL A PHYSICIAN AT ONCE. 
For 24 hour emergency assistance, call your local Poison Control Center. IF BAIT IS EATEN BY 
ANIMALS ORPETS: Call your local veterinarian. 
NOTE TO PHYSICIAN AND VETERINARIAN: This product may reduce the clotting ability of the 
blood and cause hemorrhaging. The anticoagulant action of this product may produce prolonged 
prothrombin times for 20 to 30 days after exposure. If poisoning occurs, intramuscular and oral 
administration of Vitamin K 1 are indicated, as in poisoning from overdose of dicumarol (bishydroxy 

coumarin). FOR HUMAN CASES: Vitamin K 1 is antidotal at doses of 10 to 20 mg (not mg/.kg). 

Repeated treatments may need to be given for up to 30 days (based on monitoring of prothrombin times). 
In severe cases, blood transfusions may be necessary. FOR ANIMAL CASES: Contains Brodifacoum, 
an anticoagulant with a half-life in the dog of 1 -4 days. For dogs that have ingested or that are 
suspected of having ingested Brodifacoum, and/or have obvious poisoning symptoms, such as bleeding or 
have lowered prothrombin times, give Vitamin K 1 as follows: Vitamin K 1 is antidotal at 5 mgl.kg 

intramuscularly. Oral Vitamin Kt should be given for up to 30 days at 5 mgl.kg (based on monitoring of 

prothrombin times). In severe cases blood transfusions may be necessary. 
ENVIRONMENTAL HAZARDS: This product is toxic to fish, birds and wildlife. This product can 
pose a secondary hazard to birds of prey and mammals. Do not apply directly to water. 

ACTIVE INGREDIENT: Brodifacoum 3-[3-{4.'-bromo-{1,1 '
biphenyl }-4-yl)-1,2,3,4-tetrahydro-1-naphthalenyl]-4-
hydroxy-2H-1-benzopyran-2-one .................................... 0.005% 
INERT INGREDIENTS: ........ ................................... 99.995% 

Distributed by: 
Reckitt Benckiser Inc 
Parsippany, NJ 07054 

EPA Reg. No. 3282-81 
EPA Est. No. 475-MS-1; 2392-WI-1 

TOTAL 100.000% 
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